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RULES  AND  REGULATIONS 


Title  42— Public  Health 

CHAPTER  1— PUBLIC  HEALTH  SERVICE, 

DEPARTMENT  OF  HEALTH,  EDUCA¬ 
TION,  AND  WELFARE 

PART  122— HEALTH  SYSTEMS  AGENCIES 
Designation  and  Funding 

The  National  Health  Planning  and  Re¬ 
sources  Development  Act  of  1974  (P.L. 
93-641.  January  4,  1975)  added  to  the 
Public  Health  Service  Act  a  new  Title 
XV.  “National  Health  Planning  and  De¬ 
velopment,”  which,  among  other  things, 
authorizes  the  Secretary  to  enter  into 
agreements  with  eligible  entities  for  the 
designation  of  such  entities  as  health 
systems  agencies  for  health  service  areas 
established  pursuant  to  section  1511  of 
the  Public  Health  Service  Act  as  geo¬ 
graphic  regions  appropriate  for  the  ef¬ 
fective  planning  and  development  of 
physical  and  mental  health  services  and 
to  provide  grant  assistance  to  such  agen¬ 
cies.  Each  such  health  systems  agency 
shall  have  as  its  primary  responsibility 
the  provision  of  effective  health  planning 
for  its  health  service  area  and  the  pro¬ 
motion  of  the  development  within  the 
area  of  health  services,  manpower,  and 
facilities,  which  meet  identified  needs, 
reduce  documented  inefficiencies,  and 
implement  the  health  plans  of  the 
agency. 

On  October  17.  1975,  a  notice  of  pro¬ 
posed  rulemaking  was  published  in  the 
Federal  Register  (40  FR  48802-48812) 
proposing  to  add  to  Title  42,  Code  of 
Federal  Regulations,  a  new  Subchapter 
K.  entitled  “Health  Planning  and  Re¬ 
sources  Development;”  to  add  a  new  Part 
122,  entitled  “Health  Systems  Agencies,” 
to  such  Subchapter  K ;  and  to  add  a  new 
Subpart  A.  entitled  “Definitions,”  a  new 
Subpart  B,  entitled  “Designation  of 
Health  Systems  Agencies,”  and  a  new 
Subpart  C,  entitled  “Grants  to  Health 
Systems  Agencies,”  to  such  Part  122. 
The  purpose  of  the  proposed  regula¬ 
tions  was  to  implement  portions  of  Title 
XV  dealing  with  health  systems  agencies. 

Interested  persons  were  afforded  the 
opportunity  to  participate  in  the  rule- 
making  process  by  submitting  written 
comments  concerning  the  proposed  reg¬ 
ulation  no  later  than  November  17,  1975. 
During  the  comment  period,  approxi¬ 
mately  900  such  comments  were  received, 
which  dealt  with  virtually  all  aspects  of 
the  proposal.  The  comments  and  recom¬ 
mendations.  and  the  Secretary’s  conclu¬ 
sions  in  light  of  them,  as  well  as  other 
changes  made  in  the  regulations  which 
result  from  further  Departmental  con¬ 
sideration,  are  set  out  below.  For  pur¬ 
poses  of  clarity,  the  comments  and 
changes  have  by  and  large  been  grouped 
in  accordance  with  the  various  sections 
(and  in  some  cases  subsections)  of  the 
proposed  regulations. 

Preamble.  A  number  of  comments  were 
received  concerning  the  statement  in  the 
preamble  to  the  proposed  regulations  dis¬ 
cussing  the  relationship  between  the 
governing  board  of  a  public  agency  (i.e., 
public  regional  planning  body  or  unit  of 
general  local  government)  which  has 
been  designated  as  a  health  systems 


agency  and  its  “separate  governing  body 
for  health  planning”  required  by  section 
1512(b>  (3 >  of  the  Act.  A  number  of  com- 
mentors  indicated  that  that  statement 
went  further  than  the  statute  in  per¬ 
mitting  the  exercise  of  authority  by  the 
governing  board  over  the  governing  body 
for  health  planning,  while  others  have 
argued  that  the  relationship  there  de¬ 
scribed  did  not  permit  the  governing 
board  enough  authority,  especially  in 
light  of  certain  colloquies  which  oc¬ 
curred  in  both  Houses  of  the  Congress 
prior  to  the  passage  of  P.L.  93-641. 

With  regard  to  the  relationship  be¬ 
tween  the  regular  governing  board  and 
the  separate  governing  body,  the  Secre¬ 
tary  wishes  to  express  concern  that  these 
regulations  will  engender  disabling  con¬ 
flict.  Elected  officials  have  also  expressed 
the  view  that  the  arrangement  called  for 
is  certain  to  cause  such  conflict,  and  the 
Secretary  shares  this  view.  However,  as 
stated  in  the  preamble  to  the  proposed 
rulemaking,  the  relationship  between  the 
regular  governing  board  and  the  govern¬ 
ing  body  for  health  planning  must  be 
governed  as  a  matter  of  law  by  the  provi¬ 
sions  of  section  1512(b)(3)  of  the  Act, 
which  are  reflected  in  §  122.109(d)  of  the 
notice  of  proposed  rulemaking. 

The  Secretary  is  writing  a  letter  to 
Congress  expressing  his  concern  over  the 
potential  conflict  between  the  regular 
governing  board  and  separate  governing 
body  for  health  planning  and  advising 
that  he  would  support  an  appropriate 
legislative  amendment  which  would  re¬ 
move  this  conflict. 

From  a  number  of  comments  it  has 
become  apparent  that  the  listing  in  the 
preamble  of  authorities  which  the  regu¬ 
lar  governing  board  of  a  public  health 
systems  agency  could  exercise  has  caused 
considerable  confusion.  In  particular,  a 
portion  of  that  statement  has  been  in¬ 
terpreted  as  permitting  the  regular  gov¬ 
erning  board  to  exercise  control  over 
internal  aspects  of  the  agency’s  budget 
as  its  relates  to  the  authority  and  func¬ 
tions  of  the  governing  body  for  health 
planning.  It  is  the  Department’s  view 
that,  as  a  matter  of  law,  such  an  inter¬ 
pretation  is  not  legally  authorized.  Con¬ 
sistent  with  the  mandate  in  section  1512 
(b)  (3)  (B)  (i)  of  the  Act,  which  provides 
that  the  governing  body  for  health  plan¬ 
ning  “shall  be  responsible  for  the  in¬ 
ternal  affairs  of  the  health  systems 
agency,  including  matters  relating  to  .  . . 
the  agency’s  budget,”  the  separate  gov¬ 
erning  body  for  health  planning  must  be 
responsible  for  the  internal  budget  to  be 
developed  by  the  agency  for  purposes  of 
the  expenditure  of  Federal  funds  made 
available  to  the  agency  pursuant  to  sec¬ 
tion  1516  of  the  Act  as  well  as  funds 
made  available  from  private  contribu¬ 
tions  and  public  sources.  Of  course,  such 
public  sources,  whether  the  public  re¬ 
gional  planning  body  or  unit  of  general 
local  government  itself  or  others,  may 
decide  the  extent  to  which  such  public 
funds  will  be  made  available  to  the 
governing  body  for  health  planning  and 
might  also  exercise  the  authority  to  place 
conditions  on  the  use  of  such  funds.  In 
addition,  consistent  with  the  statement 


in  the  proposed  rulemaking  that  the  reg¬ 
ular  governing  board  of  a  public  health 
systems  agency  may  set  rules  and  regula¬ 
tions  for  the  functioning  of  the  agency, 
the  regular  governing  body  may  estab¬ 
lish  procedural  rules  for  expenditure  and 
obligation  of  funds  to  assure  proper  ac¬ 
tions  by  the  governing  body  for  health 
planning  in  this  regard.  Although  several 
comments  requested  that  this  listing  be 
included  in  the  regulation,  it  was  merely 
illustrative  of  permissible  actions  and 
has  not  therefore  been  included  in  the 
body  of  the  regulation.  The  Department 
does  call  attention,  however,  to  the 
meaning  of  the  term  “review”  as  used 
in  the  preamble  of  the  proposed  rule- 
making.  This  term  means  that  the  public 
regional  planning  body  or  unit  of  general 
local  government  may  call  for  proposed 
actions  of  the  governing  body  for  study 
and  advise  and  recommend  with  respect 
to  them. 

Additional  comments  were  received 
stating  that  the  Department’s  proposal 
to  receive  applications  for  designation 
prepared  according  to  the  proposed  rules 
was  inappropriate  and  that  applications 
should  not  be  received  prior  to  publica¬ 
tion  of  the  final  regulation.  In  order  to 
assure  an  orderly  transition  from  the 
current  comprehensive  health  planning 
agencies  and  regional  medical  programs 
to  the  proposed  health  systems  agencies, 
it  was  essential  that  applications  be  re¬ 
ceived  on  the  basis  of  proposed  rulemak¬ 
ing.  The  preamble  to  the  proposed  rule- 
making  indicated,  however,  that  the  ap¬ 
plications  so  received  would  need  to  be 
amended  to  the  extent  necessary  to  con¬ 
form  to  the  regulation  as  finally  promul¬ 
gated.  including  any  changes  resulting 
from  public  comment  on  the  proposed 
regulations.  Accordingly,  although  appli¬ 
cations  have  been  received  and  given 
preliminary  review,  no  approval  or  disap¬ 
proval  decisions  have  been  made.  The 
Department  will,  immediately  following 
publication  of  final  regulations  set  out 
below,  review  applications  and  notify  ap¬ 
plicants  of  those  application  changes 
which  must  be  made  in  light  of  this  pub¬ 
lication.  Such  revisions  are  minor  in 
nature  and  the  Department  intends  to 
proceed  with  obtaining  the  necessary 
revisions  as  expeditiously  as  possible  in 
order  to  proceed  with  the  designation 
and  funding  of  agencies. 

The  provision  in  the  preamble  indicat¬ 
ing  that  the  Secretary  intended  to  give 
“considerable  weight"  to  the  Governors' 
recommendations  on  individual  appli¬ 
cations  occasioned  a  number  of  com¬ 
ments,  many  of  which  supported  the 
roles  of  the  Governors,  others  of  which 
asked  for  either  a  stronger  or  more 
limited  role  for  the  Governors.  The  Sec¬ 
retary  feels  that,  for  the  reasons  stated 
in  the  preamble  to  the  notice  of  pro¬ 
posed  rulemaking,  the  views  of  the  Gov¬ 
ernors  are  important  and  must  be  given 
considerable  weight.  Moreover,  once 
health  systems  agencies  have  been  des¬ 
ignated  it  is  expected  that  agencies  will 
maintain  good  working  relationships 
with  the  Governors  and  State  Agencies 
for  each  State  In  which  an  agency’s 
health  service  area  is  located.  Similarly, 
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the  Department  Intends  to  consult  with 
Governors  and  State  Agencies  where 
significant  actions  are  contemplated 
with  respect  to  health  systems  agencies 
designated  for  areas  In  their  States. 
Nevertheless,  the  Secretary  does  not  re¬ 
gard  the  Governors’  views  as  controlling 
and  is  aware  of  the  need  to  consider  the 
views  of  others.  In  particular,  sections 
1515(b)(4)  and  1515(c)(2)  of  the  Act 
require  that  priority  be  given  to  applica¬ 
tions  endorsed  by  comprehensive  health 
planning  agencies  and  regional  medical 
programs. 

Section  122.1  Definitions.  Numerous 
comments  were  received  concerning  the 
definitions  In  proposed  Subpart  A,  the 
vast  majority  of  which  were  concerned 
with  the  definition  of  the  term  “provider 
of  health  care”  (proposed  §  122.1  (o)). 
Overall,  it  should  be  noted  that  the  def¬ 
inition  of  this  term  is  statutory  (section 
1531(3)  of  the  Act)  and,  in  general,  the 
Secretary  has  sought  to  add  little  to  such 
definition. 

A  number  of  comments  requested  that 
the  list  of  direct  providers  of  health  care 
in  8  122.1(0)  (1)  be  expanded  specifically 
to  include  optometrists,  chiropractors, 
mental  health  professionals,  and  nurse 
practitioners,  among  others.  While  the 
Secretary  thinks  it  would  be  inappro¬ 
priate  and  unwise  to  begin  expanding 
upon  the  list  of  examples  included  in  the 
statutory  definition  the  Secretary  wishes 
to  emphasize  that  this  list  is  not  exhaus¬ 
tive  of  all  those  individuals  who  would 
be  classified  as  direct  providers  of  health 
care  in  that  their  primary  current  ac¬ 
tivity  is  the  provision  of  health  care  to 
Individuals  and  that  individuals,  such 
as  providers  of  mental  health,  drug  abuse 
and  alcohol  services,  would  be  included. 
In  order  to  underscore  this,  S  122.1(0) 
(1)  has  been  revised  to  clarify  that  the 
occupational  listing  therein  is  not  ex¬ 
clusive.  A  similar  revision  has  been  made 
with  respect  to  the  listing  of  facilities 
and  institutions  in  which  such  health 
care  is  provided,  also  in  8  122.1  (o)  (1) . 

Although  no  revision  in  the  proposed 
regulations  was  requested,  a  number  of 
comments  requested  clarification  of  the 
requirement  in  proposed  §  122.1  (o)(l) 
concerning  the  State  requirement  for 
professional  training  and  licensure  or 
certification  for  direct  providers  of 
health  care.  Under  this  section,  an  indi¬ 
vidual  must,  in  order  to  be  classified  as 
a  direct  provider  of  health  care,  meet  the 
requirements  of  State  law,  if  any,  of  the 
State  in  which  the  Individual  resides 
with  respect  to  such  professional  train¬ 
ing  and  licensure  or  certification. 

Numerous  comments  were  received 
which  opined  that  the  definition  of  “in¬ 
direct  provider  of  health”  was  too  broad 
and  should  be  restricted.  The  definition 
Included  in  8  122.1  (o)  (2)  is,  as  is  rele¬ 
vant  to  most  of  the  comments  received, 
statutory  and  the  Secretary  has  no  au¬ 
thority  to  limit  this  definition  by  regula¬ 
tion.  It  should  be  noted  that  the  legisla¬ 
tive  history  of  this  provision  indicates 
that  Congress  Intended  that  the  defini¬ 
tion  have  a  broad  Impact  (S.  Rep.  No. 
93-1285,  47  (1974) ) .  The  Department  did 
receive  several  comments  suggesting  that 


the  definition  of  “immediate  family”, 
which  is  not  statutory,  be  revised  to  ex¬ 
clude,  variously,  parents  and  children. 
Such  recommendations  have  been  re¬ 
jected.  It  is  the  Department’s  view  that 
the  approach  reflected  in  the  proposed 
regulations,  which  included  parents  and 
children  as  part  of  the  immediate  family 
only  if  they  reside  in  the  same  house¬ 
hold,  is  as  restrictive  as  necessary  to 
carry  out  the  intent  that  individuals  who 
have  a  close  family  relationship  with 
either  direct  providers  or  certain  indirect 
providers  should  themselves  be  classified 
indirect  providers. 

With  respect  to  the  effect  of  this  pro¬ 
vision  on  particular  individuals,  this  must 
be  determined  on  a  case  by  case  basis  as 
well  as  through  guidelines  to  be  pub¬ 
lished  by  the  Department. 

We  would  point  out,  however,  that  such 
provision  has  been  revised  to  include 
associations  or  organizations  composed 
of  individuals  to  correct  the  inequity 
presented  under  the  proposed  regulation, 
where  an  employee  of  a  group  of  institu¬ 
tional  providers  would  be  classified  as 
an  indirect  provider  of  health  care,  but 
an  employee  of  a  group  of  individual 
providers  would  not. 

The  Department  received  several  com¬ 
ments  that  the  definition  of  the  term 
“health  resources”  in  proposed  8  122.1  (k) 
should  be  modified  or  expanded.  This 
definition  is  statutory  (section  1531(4)) 
and  no  revisions  have  been  made.  Simi¬ 
larly,  a  number  of  comments  suggested 
that  the  term  “health  professions  per¬ 
sonnel”  as  used  in  that  definition  be 
viewed  as  including  all  persons  whose 
main  occupation  is  the  delivery  of 
health  services.  The  Department  agrees 
that  such  term  is  not  confined  to  tra¬ 
ditionally  viewed  health  professionals 
such  as  physicians,  nurses,  optometrists 
and  dentists. 

Numerous  commentors  objected  to  the 
defintion  of  nonmetropolitan  area  on  the 
grounds  that  it  was  too  general  and  that 
it  worked  against  rural  interests  by  not 
taking  into  account  the  existence  of  rural 
areas  in  standard  pietropolitan  statisti¬ 
cal  areas  (SMSA).  Some  requested  that 
the  Department  use  the  definition  used 
by  the  Department  of  Agriculture;  others 
wanted  the  agencies  or  the  Governors 
to  establish  their  own  definition.  The  De¬ 
partment  thinks  the  definition  included 
in  the  proposed  rulemaking,  which  de¬ 
fined  non-metropolitan  area  as  an  area 
outside  an  SMSA,  is  an  appropriate  defi¬ 
nition  and  it  has  therefore  been  retained. 
This  defintion  of  metropolitan — non¬ 
metropolitan  area  was  one  that  was 
utilized  in  the  designation  of  health  serv¬ 
ice  areas  pursuant  to  section  1511  of  the 
Act  and  is  consistent  with  the  basic 
SMSA  approach  used  in  other  programs 
such  as  health  maintenance  organiza¬ 
tions. 

The  Secretary  also  points  to  the  statu¬ 
tory  requirement  for  broad  geographic 
representation  as  serving  rural,  as  well 
as  nonrural  interests,  and  Intends  that 
rural  areas  both  inside  and  outside 
SMSAs  will  be  represented  under  this 
requirement.  It  Is  the  Departments  be¬ 
lief  that  this  approach  will  result  in  ade¬ 


quate  representation  for  rural  interests. 
The  Department  wishes  to  emphasize 
however  that  it  will  be  reviewing  the 
representation  of  rural  interests  within 
SMSA’s  on  governing  bodies  of  health 
systems  agencies.  If  their  Interests  are 
not  adequately  represented,  the  Depart¬ 
ment  will  consider  future  regulation  in 
this  area. 

Two  comments  suggested  that  the  defi¬ 
nition  of  the  term  “unit  of  general  local 
government”  was  too  narrow  and  should 
be  revised  to  include  municipalities  and 
Alaska  Native  regional  and  village  cor¬ 
porations.  Section  122.1  (q)  has  been  re¬ 
vised  to  include  municipalities,  and  to 
include  Alaska  Native  villages,  as  defined 
in  the  Alaska  Native  Claims  Settlement 
Act.  The  addition  of  Alaska  Native  Re¬ 
gional  and  Village  Corporations  has  not 
been  made  since  such  units  do  not  exer¬ 
cise  general  purpose  political  authority 
but  only  more  limited  authorities. 

A  number  of  commentors  indicated 
that  the  definitions  of  State  health  plan¬ 
ning  and  development  agency  (State 
Agency)  and  Statewide  Health  Coordi¬ 
nating  Council  (SHCC)  (8  122.1  (t)  and 
(u))  were  incomplete  with  respect  to 
the  functions  that  these  entities  will 
perform.  The  scope  of  the  functions  of 
these  entitles,  however,  will  be  the  sub¬ 
ject  of  subsequent  regulations  and  no 
further  elaboration  is  needed  for  pur¬ 
poses  of  these  regulations. 

Several  commentors  suggested  that 
Subpart  A  of  the  proposed  regulations 
should  include  a  definition  of  the  term 
“public  applicant”,  as  that  term  was 
used  in  the  proposed  regulations.  Rather 
than  introduce  a  new  definition,  the  De¬ 
partment  has  responded  to  those  com¬ 
ments  by  revising  the  regulations  to  sub¬ 
stitute  the  term  “public  regional  plan¬ 
ning  body  or  single  unit  of  general  local 
government”  for  the  term  “public 
applicant.” 

Also,  a  suggestion  was  received  that 
the  term  “health”  be  defined  so  as  to 
assure  inclusion  of  both  physical  and 
mental  health.  The  statement  in 
8  122.101(a)  makes  clear  that  both  are 
included  and  no  definition  is  therefore 
needed.  The  Department  wishes  to  state 
its  intent,  however,  consistent  with  the 
House  Report  on  the  legislation  (H.R. 
Rep.  No.  93-1382,  40  (1974)),  to  con¬ 
strue  the  word  broadly,  as  Including 
physical,  mental  and  environmental  as¬ 
pects  of  health  and  as  Including  drug 
and  alcohol  abuse  concerns,  an  area 
specifically  mentioned  in  some  com¬ 
ments.  Thus,  each  HSA  and  the  residents 
of  its  health  service  area  are  to  under¬ 
stand  the  term  “effective  health  plan¬ 
ning”  equally  broadly.  This  breadth  of 
Interest  should  be  limited  only  by  re¬ 
stricted  resources  available  within  any 
specific  period  of  time.  That  this  is  con¬ 
sistent  with  the  Intent  of  the  Congress 
is  shown  by  the  following  statement  in 
the  House  Report: 

.  .  .  [I]t  has  become  Increasingly  clear 
that  our  health  ...  Is  determined  by  the 
environments  we  live  In  (physical,  work  and 
home),  our  culture,  and  our  Individual  life 
styles  as  much  as  by  the  availability  of 
medical  care.  This  Is  not  to  say  that  medical 
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care  is  unimportant.  .  .  .  Thus  the  empha¬ 
sis  in  the  proposed  legislation  is  on  effective 
planning  Tor  medical  care  and  It  Is  the  Com¬ 
mittee's  expectation  that  this  Is  where  the 
bulk  of  the  planning  agencies'  efforts  will 
go.  However,  recognizing  that  there  is  more 
to  health  than  medical  care,  authority  Is 
given  to  the  agencies  to  extend  their  plan¬ 
ning  efforts  to  personal  health  education  and 
environmental  concerns  where  It  can  be 
shown  that  planned  change  in  these  areas 
is  necessary  to  Improve  the  health  of  the 
people  .  .  .  (H.R.  Rep.  No.  93-1302,  34 

(1974)). 

One  commentor  suggested  that  we  add 
State  clearinghouses  to  the  definition  of 
A-95  agency  in  $  122.1  (b) ,  and  thus  re¬ 
quire  coordination  with  them  under 
1  122.107.  This  revision  was  not  accepted. 
As  discussed  in  more  detail  with  respect 
to  S  122.107,  the  Department  thinks  that 
agencies’  activities  should  focus  on  area- 
wide,  rather  than  State,  clearinghouses. 

In  addition,  this  section  has  been  re¬ 
vised  by  adding  a  definition  of  “health 
service  area”  and  deleting  the  definition 
of  “governing  board.”  The  definition  of 
this  latter  term  (which  as  proposed  was 
S  122.1(f))  created  considerable  confu¬ 
sion  in  that  many  units  of  general  local 
government  do  not  have  any  governing 
board  as  such.  Instead  of  including  such 
definition,  therefore,  the  term  “public 
regional  planning  body  or  single  unit  of 
general  local  government"  has  been  sub¬ 
stituted  in  those  places  in  the  regulation 
where  the  term  “governing  board”  was 
utilized.  (See  specifically  *  122.109.)  In 
each  case  the  specific  entity  that  can 
exercise  the  relevant  authority  would 
depend  upon  the  governance  structure 
in  the  particular  locality. 

§  122.102  Eligibility.  Many  comments 
were  received  requesting  clarification  of 
the  eligibility  of  nonprofit  private  enti¬ 
ties  for  health  systems  agency  designa¬ 
tion.  Several  commentors  wanted  clari¬ 
fication  of  the  phrase  “subsidiary  of,  or 
otherwise  controlled  by”  as  used  in  pro¬ 
posed  S  122.102(a) .  That  section  has  ac¬ 
cordingly  been  revised  to  state  that  a 
non-profit  private  agency  over  whose 
operations  another  entity  is  legally  em¬ 
powered  to  exercise  control  may  not  be 
a  health  systems  agency.  Clarification  of 
the  restriction  that  non-profit  private 
entities  may  be  authorized  only  to  en¬ 
gage  in  health  planning  and  development 
functions  was  also  requested.  While  the 
Department  has  decided  not  to  define 
“health  planning  and  development  func¬ 
tions”,  these  would  generally  include  all 
of  the  functions  specified  in  .section  1512 
and  section  1513  of  the  Act  and  similar 
functions.  The  agencies  could  receive 
other  Federal  funds  to  the  extent  that 
the  agencies  would  not  be  required  to 
perform  functions  outside  this  scope.  It 
would  not  include  the  provision  of  health 
services,  and  such  restriction  has  been 
Included  in  the  final  regulations.  It 
should  be  noted  that  it  is  expected  that 
appropriate  limitations  on  each  entity’s 
range  of  authorized  activities  appear  in 
Its  Articles  of  Incorporation  or  similar 
document,  but  need  not  be  spelled  out 
by  a  section  by  section  reference  to  the 
Public  Health  Service  Act. 


With  respect  to  the  eligibility  of  public 
regional  planning  bodies  for  health  sys¬ 
tems  agency  designation,  several  com¬ 
mentors  questioned  the  inclusion  of  the 
requirement  that  regional  planning 
bodies  that  do  not  have  governing  bodies 
composed  of  a  majority  of  locally  elected 
officials  must  have  been  in  existence  prior 
to  January  4,  1975,  to  be  eligible  for  des¬ 
ignation.  The  basis  for  this  restriction 
is  the  Department's  view  that  the  second 
clause  of  section  1512(b)  (1)  (B)  (1)  of  the 
Act,  which  was  the  result  of  a  floor 
amendment,  was  intended  only  to  allow 
certain  pre-existing  entities  to  be  eligible 
for  designation  and  was  not  designed  to 
allow  entities  formed  after  the  effective 
date  of  P.L.  93-641  without  the  requisite 
governing  board  to  be  eligible.  Such  pro¬ 
vision  has  therefore  not  been  changed. 
Newly  formed  public  regional  planning 
bodies  are  certainly  eligible  for  desig¬ 
nation  as  long  as  they  conform  to  the 
requirements  of  section  1512(b)  (1)  (B) 
concerning  governing  board  membership 
and  planning  area.  Other  commentors 
questioned  the  restriction  that  eligible 
public  regional  planning  bodies  may  not 
be  agencies  of  State  government  and  re¬ 
quested  its  deletion.  The  Department  has 
concluded  that  this  restriction  should  be 
retained  on  the  ground  that  it  furthers 
the  legislative  intent  of  PJj.  93-641  to 
establish  a  two-tiered  health  planning 
system,  with  certain  functions  mandated 
for  areawide  planning  by  health  systems 
agencies  and  others  mandated  for  State 
government. 

With  respect  to  single  units  of  gen¬ 
eral  local  government,  several  commen¬ 
tors  indicated  concern  over  the  eli¬ 
gibility  of  such  units  which,  in  their 
view,  have  conflicts  of  interest  in  be¬ 
coming  agencies.  While  this  may  be  true, 
such  entities  are  statutorily  eligible  for 
health  systems  agency  designation. 

Finally,  several  commentors  called  to 
our  attention  a  printing  error  in  the  pro¬ 
posed  regulations.  The  requirement  that 
a  health  systems  agency  may  not  be  an 
educational  institution  or  operate  such 
an  institution  applies  not  only  to  a 
single  unit  of  general  local  government 
but  rather  to  all  three  types  of  eligible 
entities  (section  1512(b)(1)  of  the  Act). 
This  error  has  been  corrected  in  the 
final  regulations. 

§  122.103  Application.  One  comment 
suggested  that  proposed  S  122.103  be  re¬ 
vised  to  make  it  clear  that  the  individual 
who  executes  the  application  is  doing  so 
as  an  agent  for  the  applicant  entity. 
The  language  in  §  122.103  is  a  standard 
Department  provision  which  appears 
sufficiently  clear,  and  has  not  been 
revised. 

§  122.104  Contents  of  applications. 
In  light  of  the  voluminous  number  of 
comments  on  this  section,  which  sets 
forth  the  information  that  must  be  in¬ 
cluded  in  an  approvable  application  for 
conditional  or  full  designation,  com¬ 
ments  will  be  grouped  in  accordance  with 
subsection  number. 

Applications  for  conditional  designa¬ 
tion.  {  122J04(a)  (.1) .  This  provision 
prompted  a  number  of  comments  which 


indicated  confusion  over  the  timing  for 
completion  of  incorporation  and  adop¬ 
tion  of  by-laws  (or,  in  the  case  of  a 
public  regional  planning  body  or  unit  of 
general  local  government,  its  charter, 
authorizing  statute,  ordinance,  or  ex¬ 
ecutive  order  and  any  internal  rules  or 
regulations  governing  its  operation) 
which  meet  the  requirements  of  section 
122.104(b)(1):  This  subsection  requires 
that  the  articles  of  incorporation  and 
by-laws  (or  analogous  documents  with 
respect  to  public  regional  planning 
bodies  or  units  of  general  local  govern¬ 
ment)  ,  if  adopted  at  the  time  of  appli¬ 
cation,  be  submitted  at  that  time.  If 
those  documents  have  no  been  adopted 
at  that  time,  the  application  must  con¬ 
tain  a  description  of  the  proposed  docu¬ 
ments  and  the  timetable  for  their  adop¬ 
tion.  Such  documents  must  however,  be 
adopted  prior  to  conditional  designation. 

5  112.104(a)(2).  Comments  received 
on  this  provision  suggested  that  this  re¬ 
quirement,  which  requires  that  the  ap¬ 
plication  contain  a  description  of  the 
health  care  needs  and  services,  be  de¬ 
leted  because  it  would  provide  existing 
CHP  and  RMP  agencies  with  substantive 
advantages.  The  Department  wishes  to 
clarify  that  this  requirement  was  not 
intended  to  provide  any  such  advantage 
and  that  this  provision  requires  simply 
a  brief  and  concise  description,  which 
need  not  be  detailed,  but  which  indi¬ 
cates  the  applicant’s  knowledge  of  the 
health  service  area,  its  health  needs  and 
resources.  The  suggestions  to  delete  this 
provision  have  therefore  not  been 
followed. 

§  122.104(a)  (3) .  Several  commentors 
questioned  the  wisdom  of  including  a 
requirement  that  the  applicant  include 
a  proposed  work  program  and  plan  for 
the  orderly  assumption  of  duties  before 
knowing  the  amount  of  Federal  funds 
available.  The  Department  recognizes 
that  the  funding  level  will  affect  the  level 
of  effort  and  scope  of  the  work  program 
and  that  the  actual  designation  agree¬ 
ment  to  be  entered  into  will  be  the  sub¬ 
ject  of  negotiations  between  the  Depart¬ 
ment  and  the  applicant  However,  the 
Department  does  need  to  have  some  idea 
of  the  manner  in  which  an  applicant 
proposes  to  proceed  in  order  to  evaluate 
the  application. 

§  122.104(a)(5).  Several  commentors 
questioned  the  inclusion  of  a  requirement 
that  the  application  contain  a  detailed 
description  of  the  staff  of  the  agency 
since  newly  created  agencies  may  have 
no  staff  and,  further,  staffing  should 
await  the  hiring  of  the  executive  director 
who  may  not  be  hired  at  the  time  of  ap¬ 
plication.  By  way  of  clarification,  the 
Department  wishes  to  state  that  this  pro¬ 
vision.  which  speaks  to  “current  and  pro¬ 
jected  staff”,  does  not  require  that  an 
entity  have  its  staff  hired  at  the  time  of 
application  but  only  that  it  describes  the 
staff,  if  any,  that  has  been  hired  and 
submit  information  concerning  the  staff 
(expertise,  authority,  functions)  that 
the  entity  proposes  to  hire.  The  changes 
proposed  by  the  commentors  have  there¬ 
fore  not  been  accepted,  except  for  the 
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addition  of  language  to  make  clear  that 
where  positions  are  not  filled  at  the  time 
of  application,  the  application  must  con¬ 
tain  a  description  of  the  qualifications 
that  will  be  required  to  fill  such  positions. 
This  clarification  has  also  been  made  in 
§  122.104(b)  (3)  concerning  applications 
for  full  designation. 

§  122.104(a)  (6) .  Comments  were  re¬ 
ceived  requesting  the  deletion  of  this  pro¬ 
vision,  which  requires  a  description  of 
services  that  the  applicant  expects  to  be 
provided  by  contractors  and  consultants, 
on  the  ground  that  this  requirement  is 
premature  prior  to  the  time  an  agency 
has  been  designated  and  awarded  any 
funds.  This  comment  wT%s  rejected  be¬ 
cause  the  information  is  necessary  in 
order  for  the  Secretary  to  evaluate  the 
applicant’s  proposed  work  program. 
Again,  the  Department  wishes  to  state 
that  this  provision  does  not  require  that 
the  application  contain  specific  plans 
about  each  contract,  contractor  or  con¬ 
sultant,  but  only  a  description  of  the 
applicant’s  proposed  plans  for  the  use  of 
contractors  or  consultants. 

S  122.104(a)  (.7) .  Several  comments 
suggested  that  this  provision,  which  re¬ 
lates  to  resources  available  to  the  appli¬ 
cant,  is  too  limited  and  does  not  include 
other  community  resources  which  may  be 
Important  to  the  success  of  the  agency. 
Other  comments  suggested  that  there  is 
no  need  for  financial  resource  informa¬ 
tion  and  that  such  requirement  should 
be  deleted.  The  latter  comment  has 
been  rejected  because  it  is  necessary 
for  the  Department  to  have  such  in¬ 
formation  in  evaluating  the  appli¬ 
cant’s  capability  to  carry  out  its  pro¬ 
posed  work  program.  The  first  comment 
has  been  accepted,  however,  and 
§  122.104(a)  (7)  has  been  revised  accord¬ 
ingly.  Similarly,  8  122.104(b)  (6)  (con¬ 
cerning  applications  for  full  designation) 
has  also  been  revised. 

§  122.104(a)  (8) .  Many  comments  were 
received  concerning  this  provision,  which 
relates  to  the  requirements  for  public 
participation  in  the  formation  of  the 
applicant  entity  and  the  submission  of 
the  application.  A  number  of  comments 
suggested  further  detail  and  elaboration 
of  the  requirements  for  the  public  meet¬ 
ing  mandated  by  this  section,  including 
requirements  as  to  involvement  of  the 
media,  multilingual  notices  and  in¬ 
creased  numbers  of  meetings.  While 
many  of  those  suggestions  may  be  useful 
in  particular  areas,  the  Secretary  has 
concluded  that  it  would  be  inappropriate 
to  mandate  these  approaches  on  a  na¬ 
tionwide  basis  and  such  suggestions  have 
accordingly  not  been  accepted.  It  should 
be  stressed  that  the  requirements  of  this 
provision  are  minimal  in  nature,  and 
that  the  Secretary  will,  in  accordance 
with  §  122.105,  evaluate  an  applicant  on 
the  extent  and  type  of  involvement  of 
health  service  area  residents  in  the  de¬ 
velopment  of  the  application. 

Finally,  in  recognition  of  the  confusion 
of  the  public  concerning  the  timing  of 
the  notice  and  meeting  required  by  this 
provision,  this  subsection  has  been  re¬ 
vised  to  require  that  (effective  with  re¬ 


spect  to  entities  applying  for  conditional 
designation  after  September  30,  1976) 
the  meeting  must  be  held  at  least  30  days 
before  the  submission  of  the  application 
to  the  Secretary.  This  revision  has  also 
been  made  in  §  122.104(b)  (7)  (concern¬ 
ing  applications  for  full  designation) . 

§  122.104(a)  (9).  A  number  of  commen- 
tors  noted  that  the  language  in  this  pro¬ 
vision,  which  relates  to  the  involvement 
of  public  officials  in  the  formation  of 
nonprofit  private  applicants  and  their 
submission  of  applications,  emphasizes 
individual  officials  rather  than  the  gov¬ 
ernmental  structure  and  suggested  that 
this  provision  be  changed  to  reflect  the 
involvement  of  units  of  general  local  gov¬ 
ernment.  This  comment  has  been  ac¬ 
cepted,  and  §  122.104(a)  (9)  has  been  re¬ 
vised  to  provide  specifically  for  a  descrip¬ 
tion  of  such  involvement  as  well  as  for 
the  involvement  of  organizations  com¬ 
posed  of  such  units  of  general  local  gov¬ 
ernment.  Section  122.104(b)(8)  (dealing 
with  applicants  for  full  designation)  has 
been  similarly  revised.  With  respect  to 
the  suggestion  that  a  new  section  be 
added  to  the  regulation  which  would  re¬ 
quire  applicants  who  are  public  regional 
planning  bodies  or  units  of  general  local 
government  to  involve  consumers  and 
providers,  it  is  the  Department’s  view 
that  this  concern  is  adequately  addressed 
by  the  public  meeting  required  by  §  122.- 
104(a)(8),  and  therefore  the  suggested 
addition  has  not  been  made. 

§  122.104(a)  (12) .  A  number  of  corn- 
mentors  requested  clarification  of  this 
provision.  Section  1515(b)  (4)  (A)  of  the 
Act  requires  that  the  Secretary  may  not 
enter  into  a  conditional  designation 
agreement  with  an  entity  unless  the  en¬ 
tity’s  application  contains  assurances 
satisfactory  to  the  Secretary  that  upon 
completion  of  the  period  of  conditional 
designation  the  applicant  will  qualify  to 
be  fully  designated.  Section  122.104(a) 
(12)  repeats  that  statutory  requirement 
and  requires  that  the  Secretary,  based 
upon  information  and  commitments  pro¬ 
vided  by  the  applicant,  must  be  able  rea¬ 
sonably  to  conclude  that  the  applicant 
will  qualify  for  full  designation  after  the 
completion  of  its  proposed  period  of  con¬ 
ditional  designation. 

§  122.104(a)  (10) .  A  number  of  com¬ 
ments  were  received  which  requested 
that  the  Secretary  mandate  a  particular 
selection  procedure  for  governing  body 
members.  The  Secretary  has  declined  to 
do  this  so  as  to  leave  maximum  flexibility 
to  individual  agencies  to  develop  selec¬ 
tion  procedures  appropriate  to  the  par¬ 
ticular  area,  subject  to  the  statutory  and 
regulatory  composition  requirements. 
The  suggestion  to  add  a  requirement  that 
the  applicant  spell  out  methods  “for  de¬ 
termining  size  and  composition  of  the 
governing  body’’  is  rejected  as  being  un¬ 
necessary;  however,  the  Department  ex¬ 
pects  that  this  process  would  be  expli¬ 
cated  in  the  agency’s  by-laws  or  similar 
documents  in  the  case  of  a  public  entity. 
The  request  to  delete  the  requirement 
that  the  application  contain  a  list  of  pro¬ 
posed  members  has  been  rejected,  how¬ 
ever,  since  the  Secretary  does  have  the 


responsibility  of  assuring  that  an  appli¬ 
cant  will  comply  with  the  statutory 
requirements. 

Applications  for  Full  Designation. 
§  122.104(b) .  One  comment  received  sug¬ 
gested  that  this  provision  be  amended  to 
require  that  such  application  for  full 
designation  may  only  be  submitted  after 
12  months  of  conditional  designation. 
The  requirement  that  all  agencies  must 
be  conditionally  designated  for  at  least 
one  year  prior  to  full  designation  is  in¬ 
cluded  in  §  122.105(b)  (1)  and  the  sug¬ 
gested  amendment  was  therefore  re¬ 
jected  as  unnecessary. 

§  122.104(b)  (1)  (iii) .  A  number  of  com¬ 
ments  suggested  either  removing  the  re¬ 
quirement  that  the  articles  of  incorpora¬ 
tion  and/or  by-laws  provide  for  removal 
of  governing  body  members  for  good 
cause  or  defining  the  term  “good  cause”. 
The  Department  does  not  think  it  is 
necessary  to  define  this  term  since  it 
is  a  term  of  art  whose  meaning  is  well 
understood.  In  general,  it  would  permit 
removal  for  such  reasons  as  continued 
failure  to  attend  required  meetings, 
change  of  consumer/provider  status  or 
status  as  a  public  elected  official,  or  other 
failures  relating  to  conduct  in  office. 

Many  comments  were  received  con¬ 
cerning  the  limitation  on  length  of  terms 
(no  longer  than  3  years)  and  numbers 
of  consecutive  terms  (no  more  than  2) 
included  in  the  proposed  regulations,  and 
suggested  a  wide  variety  of  changes  from 
no  limits  on  either  the  length  of  terms 
or  number  of  terms  to  requirements  that 
all  terms  be  1  year.  After  reviewing  all 
the  comments,  it  has  been  decided  to 
retain  the  present  requirement  that 
terms  may  not  exceed  three  years,  but  to 
revise  the  requirement  concerning  num¬ 
ber  of  terms  to  require  simply  that  no 
individual  can  serve  more  than  6  con¬ 
secutive  years.  This  will  allow  more  flex¬ 
ible  combinations  of  years  and  terms 
than  previously  permitted  under  the  pro¬ 
posed  rulemaking. 

§  122.104(b)  (1)  (wit) .  A  number  of  corn- 
mentors  objected  to  the  inclusion  of  a 
requirement  that  the  applicant’s  articles 
of  incorporation  or  by-laws  (or  com¬ 
parable  documents  in  the  case  of  an  ap¬ 
plicant  which  is  a  public  regional  plan¬ 
ning  body  or  unit  of  general  local 
government)  prescribe  the  manner  in 
which  agency  representatives  tc  the 
SHCC  will  be  nominated  on  the  basis 
that  this  is  premature  before  Governors 
decide  how  they  want  such  nominations 
to  be  made.  Although  section  1524  of  the 
Act  authorizes  the  Governor  to  appoint 
the  members  of  the  SHCC,  it  must  be 
done,  at  least  in  part,  from  lists  of  nomi¬ 
nees  submitted  by  the  agencies.  There  is 
no  authority  for  the  Governor  to  man¬ 
date  the  means  by  which  agencies  will 
select  their  nominees.  This  comment  has 
therefore  not  been  accepted. 

§  122.104(b)  (1)  (viii) .  Comments  con¬ 
cerning  this  provision  suggested  that  the 
requirement  of  proposed  §  122.104(b)(1) 
(viii)  was  improper  in  that  it  required 
the  agency’s  address  to  be  included  in 
the  by-laws.  A  careful  reading  of  that 
section,  however,  indicates  that  it  does 
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not  require  that  the  address  be  in  the 
by-laws,  but  only  that  the  by-laws  pro¬ 
vide  for  the  manner  in  which  the  public 
will  be  given  notice  of  the  business  meet¬ 
ings  of  the  agency,  including  the  ad¬ 
dress  where  specific  Information  may  be 
obtained  in  advance  of  such  meetings. 

S  122.104(b)  (1)  (ix) .  Several  comments 
requested  the  deletion  of  the  require¬ 
ment  that  the  agency’s  conflict  of  inter¬ 
est  requirements  be  designed  to  pre¬ 
clude  use  of  membership  for  purposes 
which  “give  the  appearance”  of  being 
motivated  by  private  gain.  This  require¬ 
ment  has  been  retained  because  it  is  im¬ 
perative  that  the  agency  maintain  the 
confidence  of  the  community  in  order  to 
be  effective. 

5  122.104(b)(2).  A  number  of  com¬ 
ments  suggested  the  inclusion  of  a  spe¬ 
cific  requirement  that  the  description  of 
the  manner  in  which  an  applicant  has 
met  its  responsibilities  during  any  prior 
period  of  conditional  designation  contain 
a  description  of  the  progress  made  by  the 
agency  in  meeting  the  goals  of  previous 
work  programs.  This  suggestion  has  not 
been  accepted  since  such  requirement  is 
already  adequately  covered  by  the 
language  of  this  provision. 

§  1 22.1 04(b)  (7).  In  addition  to  the 
changes  in  this  section  noted  previously, 
in  response  to  several  comments  the  pro¬ 
vision  has  been  revised  to  require  that 
the  proposed  application,  rather  than  the 
proposed  work  program,  be  subject  to 
public  review.  The  Department  agrees 
that  where  the  applicant  is  applying  for 
full  designation  the  community  needs  a 
full  opportunity  for  review  and  comment 
on  the  application,  and  the  provision  has 
been  revised  accordingly. 

Other  commentors  suggested  that  the 
word  “proposed”  be  deleted  from  the 
language  concerning  the  requirement  for 
public  review  of  the  governing  body  of 
the  agency.  This  comment  has  been  re¬ 
jected.  Although  most  entities  applying 
for  full  designation  will  have  their  gov¬ 
erning  bodies  in  place,  the  community 
should  have  an  opportunity  to  comment 
on  those  individuals  who  are  proposed  to 
be  on  the  governing  body  for  the  term  of 
full  designation,  whether  they  are  pres¬ 
ent  members  or  members  who  are  to  be 
added  to  the  agency’s  governing  body. 

§  122.104(b)  (11) .  In  consideration  of 
several  comments,  this  section,  which  re¬ 
quires  that  the  application  contain  as¬ 
surances  that  the  applicant  meets  the 
requirements  of  section  1512(b),  of  the 
Act  has  been  revised  to  require  that  such 
assurances  also  relate  to  the  applicant’s 
continued  conformance  with  such  re¬ 
quirements. 

In  addition,  one  commentor  suggested 
that  an  agency’s  annual  report  be  in¬ 
cluded  as  part  of  the  required  application 
materials.  The  Department  thinks  that 
the  additional  requirement  is  unneces¬ 
sary  in  light  of  S  122.104(b)  (2). 

Finally  with  respect  to  S  122.104(b),  a 
question  was  raised  concerning  the  ap¬ 
plication  requirements  for  renewals. 
While  this  is  a  legitimate  concern,  the 
Department  is  not  prepared  to  enumerate 
any  separate  requirements  for  renewal 
applications  at  this  time.  Once  a  pro¬ 


posed  procedure  has  been  formulated  it 
will  be  presented  as  a  proposed  rule  for 
public  comment. 

§  122.105  Selection  of  Agencies.  A 
wide  variety  of  comments  were  received 
with  respect  to  this  section,  which  sets 
out  the  procedure  and  criteria  whereby 
the  Secretary  will  designate  entitles  as 
health  systems  agencies. 

One  comment  suggested  that  the  whole 
structure  of  the  provision  be  revised  to 
allow  the  Governors,  rather  than  the 
Secretary,  to  designate  agencies.  While, 
as  the  Department  has  previously  stated, 
considerable  weight  will  be  given  to  the 
recommendations  of  the  Governors,  the 
Secretary  has  by  statute  been  given  the 
responsibility  of  designating  agencies 
and  he  cannot,  by  regulation,  delegate  it 
to  the  Governors.  He  has,  however,  ac¬ 
commodated  their  views  as  much  as  the 
law  allows. 

A  number  of  commentors  requested 
that  this  section  Include  definitions  of 
the  terms  “adequacy”  and  “reasonable¬ 
ness”  as  those  terms  are  used  in  this  sec¬ 
tion.  Such  comments  have  been  rejected 
because,  in  the  Department’s  view,  these 
terms  are  judgmental  in  nature,  utilized 
to  Indicate  the  parameters  by  which 
work  programs  will  be  evaluated,  and 
will  be  applied  to  the  specific  information 
in  each  application.  Further  definitions 
would  therefore  serve  no  useful  purpose. 

A  number  of  comments  suggested  that 
the  criterion  in  proposed  i  122.105(a) 
(1)(11)  could  not  reasonably  be  applied 
because  the  applicant  does  not  know  the 
financial  resources  to  be  made  available 
under  section  1516  of  the  Act.  The  De¬ 
partment  disagrees.  This  criteria  will  be 
applied  to  evaluate  the  applicant’s  abil¬ 
ity  to  correlate  its  proposed  work  pro¬ 
gram  with  an  estimated  amount  of  avail¬ 
able  funds.  The  actual  work  program  will 
be  the  subject  of  negotiation  with  the 
applicant. 

Several  commentors  questioned  the 
reasonableness  of  the  criterion  concern¬ 
ing  governing  body  development  (pro¬ 
posed  S  122.105(a)  (1)  (ill) )  in  light  of 
the  short  time  for  developing  applica¬ 
tions.  The  Department  recognizes  that 
this  criterion  requires  quick  action  on 
the  part  of  an  applicant,  but  the  govern¬ 
ing  body  selection  procedures  and  the 
opportunity  for  affected  groups  to  be 
represented  on  the  governing  body  are 
essential  to  the  effective  performance  of 
an  agency’s  functions,  and  the  Secretary 
does  not  think  that  the  involvement  of 
community  groups  should  be  slighted  in 
the  important  initial  conditional  desig¬ 
nation  stage. 

With  respect  to  the  same  criterion,  one 
comment  suggested  that  actual  repre¬ 
sentation  of  all  affected  groups  be  re¬ 
quired,  rather  than,  as  proposed,  that 
such  groups  have  a  reasonable  opportu¬ 
nity  to  be  represented.  This  comment  was 
rejected  because,  in  light  of  limitations 
on  the  size  of  governing  bodies,  it  is  ap¬ 
parent  that  all  affected  groups  cannot 
have  representatives  on  the  governing 
body  at  the  same  time. 

Several  comments  requested  that 
S  122.105(a)  (lv)  as  proposed  be  revised 
to  include  specific  reference  to  groups 


and  organizations -in  the  health  service 
area.  Inasmuch  as  the  required  involve¬ 
ment  of  health  service  area  residents 
will  by  necessity  extend  to  residents  in¬ 
volved  in  such  groups  and  organizations, 
this  requested  change  in  the  proposed 
regulations  is  unnecessary  and  has  not 
been  adopted. 

Several  comments  concerned  the  role 
of  the  Comprehensive  Health  Planning 
agencies  (CHP)  and  Regional  Medical 
Programs  (RMP)  in  the  Secretary’s 
approval  of  applications  and  suggested 
that  this  provision  be  revised  so  that  the 
priority  will  not  apply  when  either  the 
CHP  or  RMP  agency  is  Itself  an  appli¬ 
cant.  This  corftment  has  been  rejected, 
since  Congress  clearly  anticipated  that 
one  or  both  of  these  entities  might  seek 
to  become  the  health  systems  agency 
(see  section  1514  of  the  Act)  and  did  not 
make  section  1515(b)  (4),  which  requires 
the  Secretary  to  give  priority  to  applica¬ 
tions  recommended  for  approval  by  such 
agencies,  inapplicable  to  this  anticipated 
situation.  Other  comments  suggested 
that  this  requirement  be  deleted  alto¬ 
gether.  Inasmuch  as  this  is  a  statutory 
requirement,  it  cannot  be  deleted  by 
regulation.  Of  course,  in  areas  where 
such  entities  do  not  exist,  the  require¬ 
ment  has  no  applicability.  Finally,  one 
comment  requested  that  the  language 
of  section  1515  of  the  Act,  which  relates 
to  approval  of  entitles  which  have  de¬ 
veloped  a  plan  referred  to  in  section  314 
(b),  should  replace  the  language  used 
in  the  regulations,  which  speaks  to  an 
entity  which  has  received  a  grant  under 
section  314(b)  to  develop  a  plan.  This 
comment  was  rejected.  The  regulatory 
language  was  added  to  clarify  the  statu¬ 
tory  provision  and  represents  the  long 
standing  Departmental  lntepretatlon  of 
the  language  in  question. 

A  number  of  comments  were  received 
suggesting  that  the  Department  should 
by  regulation  require  that  applicants  for 
designation  for  the  same  health  service 
area  consolidate  before  an  agency  for 
that  area  is  selected.  While  the  Depart¬ 
ment,  as  well  as  the  Governors  and  many 
local  residents,  has  been  promoting  co¬ 
operation  to  the  extent  possible,  the  Sec¬ 
retary  thinks  it  would  be  inappropriate 
to  mandate  such  an  approach  where  hon¬ 
est  differences  may  exist  within  the 
health  service  area.  This  comment  has 
therefore  not  been  accepted. 

With  respect  to  the  requirements  re¬ 
lating  to  consultation  prior  to  selection 
of  any  agency  for  conditional  or  full 
designation,  several  commentors  felt  that 
the  thirty  days  provided  to  Governors  for 
their  recommendations  was  Inadequate. 
This  comment  has  been  rejected.  It  is  the 
Department’s  view  that  since  Governors 
received  notice  of  letters  of  intent  from 
prospective  applicants  prior  to  formal 
application,  the  thirty  day  formal  period 
is  adequate  and  any  longer  delay  in  the 
formal  application  process  is  unwar¬ 
ranted.  Other  comments  suggested  that 
comments  of  the  State  Agency  be  man¬ 
dated  as  part  of  the  Governor’s  recom¬ 
mendations.  This  comment  has  been  re¬ 
jected  because  the  Department  thinks  it 
inappropriate  to  mandate  the  manner  in 
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which  the  Governor  develops  the  recom¬ 
mendation.  With  respect  to  the  statu¬ 
torily  authorized  consultation  with  other 
State  and  local  officials,  the  Secretary  in¬ 
tends  to  utilize  the  A-95  clearance  proc¬ 
ess  to  obtain  recommendations  and  com¬ 
ments.  Where  appropriate,  further 
contacts  will  then  be  made  between  the 
Department  and  such  officials.  Several 
commentors  suggested  that  the  consul¬ 
tation  be  done  through  the  Governors. 
The  Secretary  has  decided  that  the  A-95 
process  is  more  appropriate. 

A  number  of  comments  suggesting  that 
this  section  be  changed  to  require  that 
the  Secretary  consult  with  provider  and 
consumer  groups  concerning  both  condi¬ 
tional  and  full  designation  have  been 
rejected.  Rather  than  require  such  con¬ 
sultation,  the  Secretary  expects  to  obtain 
the  input  of  such  groups  through  the 
comments  made  as  a  consequence  of  the 
required  public  meeting,  which  comments 
must  be  appended  to  the  application.  In 
addition,  review  of  any  applicant’s  per¬ 
formance  would  also  surface  views  of 
such  groups  on  the  adequacy  of  the 
agency’s  performance. 

This  section  has  been  changed,  how¬ 
ever,  to  provide  that  the  Secretary  will 
consult  with  the  SHCC,  if  any,  for  each 
State  in  which  an  agency’s  health  serv¬ 
ice  area  is  located  prior  to  any  condi¬ 
tional  or  full  designation  of  an  agency. 
Comments  were  also  received  that  the 
Secretary  should  provide  the  public,  as 
well  as  the  Governor,  with  a  detailed 
statement  of  the  reasons  for  his  deci¬ 
sion  on  designation.  The  Secretary’s  ac¬ 
tions  are  a  matter  of  public  record,  and 
to  require  Federal  Register  publication 
of  the  detailed  reasons  for  those  actions 
would  be  unduly  cumbersome  and  un¬ 
necessary.  Further,  it  should  be  noted 
that  the  regulations  require  only  that  the 
Secretary  provide  the  Governor  with  a 
detailed  statement  of  the  reasons  for  his 
decision  where  it  is  contrary  to  the  Gov¬ 
ernor’s  recommendations. 

One  comment  suggested  that  evalua¬ 
tion  of  the  agency  should  be  based  upon 
the  application  of  performance  stand¬ 
ards.  The  Department  intends  to  develop 
performance  standards  as  required  by 
section  1535(b)  of  the  Act  which  will,  of 
course,  be  utilized  to  make  the  review  of 
an  agency’s  performance  under  this  sec¬ 
tion. 

Several  commentors  recommended 
that  the  requirement  that  every  agency 
must  be  conditionally  designated  for  12 
months  prior  to  full  designation  be  de¬ 
leted.  While  the  Department  is  cognizant 
of  the  fact  that  many  organizations 
with  extensive  backgrounds  in  planning 
may  be  designated,  the  functions  to  be 
assumed  by  a  fully  designated  health 
systems  agency  involve  a  number  of 
functions  which  have  not  hitherto  been 
performed  by  agencies  (such  as  appro¬ 
priateness  review) ,  and  also  significantly 
alter  the  manner  in  which  certain  previ¬ 
ously  performed  functions  are  now  to  be 
performed.  It  is  the  Secretary’s  view  that 
an  agency’s  capability  to  perform  the 
functions  of  a  fully  designated  agency 
cannot  be  adequately  Judged  in  the  ab¬ 
sence  of  a  significant  period  of  perform¬ 


ance  as  a  conditionally  designated 
agency  under  the  requirements  of  P.L. 
93-641.  The  suggested  deletion  has  there¬ 
fore  not  been  accepted. 

Finally,  §  122.105(b)(1)  has  been  re¬ 
vised  to  clarify  and  make  explicit  the 
requirement  that  the  Secretary  will  not 
enter  into  a  full  designation  agreement 
until  an  entity  has  established  a  health 
Systems  plan  and  an  annual  implemen¬ 
tation  plan. 

§  122.106  Conditional  Designation 
Agreement.  A  number  of  commentors  ob¬ 
jected  to  the  12 -month  term  for  condi¬ 
tional  designation  and  suggested  that 
more  varied  terms  be  adopted.  This  sug¬ 
gestion  has  not  been  accepted  because 
to  enter  into  new  agreements  on  less  than 
a  yearly  basis  would  be  administratively 
unacceptable  in  light  of  the  statutory 
formulas  for  providing  financial  assist¬ 
ance.  Further,  it  is  clear  that  Congress 
generally  anticipated  that  such  agree¬ 
ments  would  be  reviewed  on  an  annual 
basis  (H.R.  Rep.  No.  93-1382,  70  (1974) ) . 

Many  comments  were  received  con¬ 
cerning  the  minimum  functions  required 
of  conditionally  designated  health  sys¬ 
tems  agencies  as  well  as  those  functions 
whose  performance  is  restricted  or  pro¬ 
hibited  during  the  periods  of  conditional 
designation.  Several  comments  suggested 
that  these  minimum  requirements  were 
too  restrictive  and  that  the  Secretary 
should  maintain  flexibility  in  expanding 
the  number  of  functions  performed  by 
the  agency  as  its  capability  increases. 
Others  suggested  that  the  Secretary  was 
requiring  too  much  as  the  minimum,  in 
light  of  potentially  limited  funds  avail¬ 
able  to  the  agency.  The  Secretary  has 
carefully  considered  suggestions  concern¬ 
ing  what  functions  may  be  performed  by 
conditionally  designated  agencies  and 
at  what  times,  and  has  concluded  that 
the  minimum  cluster  of  functions  in¬ 
cluded  as  requirements  in  the  proposed 
regulations  and  the  preclusion  of  cer¬ 
tain  functions  until  specified  planning 
activities  have  taken  place  are  necessary 
in  order  to  insure  that  agencies  focus 
their  initial  activities  on  plan  develop¬ 
ment.  The  Secretary  recognizes  that 
somewhat  anomalous  to  this  approach 
is  the  requirement  that  the  agency  im¬ 
mediately  undertake  new  institutional 
health  service  review  pursuant  to 
§  122.107(c)  (14)  whether  or  not  the 
agency  has  developed  a  health  sys¬ 
tems  plan  or  annual  implementation 
plan.  Almost  all  States,  however,  have 
existing  certificate  of  need  and/or  sec¬ 
tion  1122  capital  expenditure  review  sys¬ 
tems  which  depend  heavily  on  the  par¬ 
ticipation  of  local  planning  agen¬ 
cies  (CHP  agencies)  in  such  reviews. 
The  Secretary  thinks  that  it  would  be  un¬ 
wise  and  extremely  disruptive  of  the  con¬ 
tinued  efficacy  of  such  programs  to  limit 
continued  participation  in  such  pro¬ 
grams  by  the  successor  local  agencies. 

Several  comments  suggested  that  the 
need  for  effective  coordination  of  plan¬ 
ning  activities  requires  the  revision  of 
proposed  $§  122.106(b)  and  122.107(c) 
(10),  (11),  and  (12)  to  require  that  the 
agreements  specified  in  those  provisions, 
to  the  extent  possible,  be  entered  into 


during  conditional  rather  than  full  des¬ 
ignation.  This  change  has  been  accepted 
and  S  122.106(b)  has  been  revised  ac¬ 
cordingly.  In  recognition  of  the  fact  that 
conditionally  designated  agencies  do  not 
perform  a  full  range  of  functions,  this 
provision  has  also  been  revised  to  re¬ 
quire  that  the  agreements  be  revised  as 
the  agency  takes  on  additional  functions. 

One  comment  sought  clarification  of 
whether  or  not  conditionally  designated 
agencies  would  be  required  to  recom¬ 
mend  projects  for  modernization,  con¬ 
struction  and  conversion  of  medical  fa¬ 
cilities  (§  122.107(c)  (16) )  during  the  pe¬ 
riod  of  conditional  designation.  This 
function  is  not  required  during  the  pe¬ 
riod  of  conditional  designation,  but  it 
may  be  performed  during  that  period  if, 
in  the  judgment  of  the  Secretary,  the 
agency  is  capable  of  performing  it. 

Other  commentors  sought  clarifica¬ 
tion  of  an  agency's  authority  to  review 
and  comment  on  any  proposed  use  of 
Federal  funds  under  the  Public  Health 
Service  Act  or  other  Acts  in  light  of  the 
prohibition  concerning  review  and  ap¬ 
proval  or  disapproval  activities  pursuant 
to  §  122.107  (c>  (17>.  This  prohibition  re¬ 
lates  only  to  activities  pursuant  to  sec¬ 
tion  1513(e)  of  the  Act  Health  systems 
agencies,  however,  are  certainly  per¬ 
mitted  to  engage  in  review  and  comment 
activities.  TTie  precedessor  agencies  to 
health  systems  agencies,  the  CHP  agen¬ 
cies  had  authority  by  both  statute  and 
regulation  to  review  and  comment  upon 
certain  proposed  actions  by  the  Depart¬ 
ment.  Congress  clearly  anticipated  that 
health  systems  agencies  would  fall  heir 
to  this  authority  by  the  inclusion  of  sec¬ 
tion  5  of  P.L.  93-641,  which  provides  that 
where  health  systems  agencies  are  desig¬ 
nated  the  references  in  statutes  and  reg¬ 
ulations  to  CHP  agencies  become  refer¬ 
ences  to  health  systems  agencies. 

One  comment  was  received  which  sug¬ 
gested  that  proposed  §  122.106(e)  be  re¬ 
vised  to  provide  that  the  agency  should 
promptly  notify  the  appropriate  Gover¬ 
nor,  State  Agency  and  SHCC  of  any 
changes  in  the  agency’s  legal  status,  or¬ 
ganization,  or  executive  director.  This 
comment  has  been  accepted,  in  part,  and 
a  requirement  has  been  added  to  the  reg¬ 
ulation  requiring  that  the  agency  notify 
the  State  Agency  of  such  changes.  The 
Secretary  thinks  it  unnecessary  to  add  a 
separate  requirement  concerning  noti¬ 
fication  to  the  Governor  and  the  SHCC, 
since  the  State  Agency  will  be  able  to 
keep  both  the  Governor  and  the  SHCC 
informed  of  such  changes,  and  in  addi¬ 
tion  the  agency  itself  has  representatives 
on  the  SHCC.  Section  122.107(f)  has 
similarly  been  revised. 

Finally,  a  provision  (§  122.106(b)(2)) 
has  been  added  to  this  section  which  re¬ 
quires  that  the  agency  adopt  its  review 
procedures  and  criteria  required  by  sec¬ 
tion  1532  of  the  Act  within  3  months 
of  conditional  designation.  This  is  neces¬ 
sary  so  that  an  agency  can  carry  out  its 
review  of  new  institutional  health  serv¬ 
ices  and  other  review  activities  in  ac¬ 
cordance  with  the  requirements  of  sec¬ 
tion  1532.  Several  comments  were 
received  with  specific  suggestions  for  in- 
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elusion  in  required  review  procedures 
and  criteria.  The  Department  will  be 
issuing  a  separate  set  of  regulations  on 
the  review  procedures  and  criteria  re¬ 
quired  by  section  1532  of  the  Act  and 
such  comments  will  be  considered  in  the 
development  of  those  regulations. 

§  122.107.  Full  Designation  Agree - 
ments.  One  comment  was  received  which 
suggested  that  the  annual  renewal  of 
designation  agreements  was  too  restric¬ 
tive  and  that  §  122.107(a)  should  be  re¬ 
vised  to  allow  for  designation  agreements 
of  more  than  12  months.  This  comment 
has  not  been  accepted,  since  section 
1515(c)  (1)  of  the  Act  provides  that  full 
designation  agreements  shall  be  for  a 
term  of  not  to  exceed  12  months. 

Many  comments  were  received  con¬ 
cerning  the  data  collection  function  in 
§  112.107(c)  (1)  of  the  proposed  rulemak¬ 
ing  and  questioned  the  lack  of  detail  and 
specificity  of  the  proposed  rule.  The  Sec¬ 
retary  recognizes  that  by  and  large  the 
regulatory  provision  is  simply  a  repeti¬ 
tion  of  the  statutory  requirements.  The 
Department  does  not  have  the  expertise 
at  this  time,  however,  to  mandate  or 
specify  the  manner  in  which  this  func¬ 
tion  is  to  be  performed  especially  with 
respect  to  the  interrelationship  between 
a  State  Agency  and  a  health  systems 
agency.  The  Department  does  have  a 
number  of  studies  underway  at  the  pres¬ 
ent  time  with  respect  to  such  data  col¬ 
lection  activities,  and  as  more  informa¬ 
tion  becomes  available  the  Department 
will  issue  further  guidance  on  this  sub¬ 
ject.  A  comm en tor  suggested  that  health 
systems  agencies  should,  as  a  part  of  the 
data  collection  activity,  assemble  and 
analyze  data  concerning  patterns  of 
health  expenditures  and  health  financ¬ 
ing.  This  comment  was  accepted  and 
5  122.107(c)  (1)  (ii)  has  been  revised  ac¬ 
cordingly. 

A  number  of  commentors  objected  to 
the  requirement  in  §  122.107(c)(1)  that 
prior  approval  of  the  Secretary  is  re¬ 
quired  where  an  agency  wishes  to  under¬ 
take  the  design,  development  and  opera¬ 
tion  of  a  new  data  system.  The  Depart¬ 
ment’s  experience  with  the  predecessor 
planning  agencies  has  indicated  that  ex¬ 
cessive  emphasis  has  often  been  placed 
on  the  gathering  of  data  and  the  design, 
development  and  operation  of  data  sys¬ 
tems  to  the  detriment  of  the  agencies’ 
primary  purpose  in  the  collection  of  data, 
l.e.,  the  facilitation  of  health  planning. 
This  requirement  has  therefore  been  re¬ 
tained.  However,  in  response  to  com¬ 
ments  indicating  that  other  entities 
should  be  involved  in  determining 
whether  such  a  new  system  should  be  de¬ 
signed,  developed,  and  operated,  the  pro¬ 
vision  has  been  modified  to  provide  that 
the  Secretary  will  consult  with  the  State¬ 
wide  Health  Coordinating  Council  for 
each  State  in  which  the  agency’s  health 
service  area  is  located  concerning  any 
agency’s  request  for  such  approval. 

A  number  of  comments  were  received 
concerning  the  substance  of  the  plans 
required  pursuant  to  §5  122.107(c)  (2) 
and  122.107(c)(3).  The  Department  is 
presently  involved  in  the  preparation  of 


the  proposed  rules  on  these  plans,  and 
such  comments  will  be  considered  as 
those  future  regulations  are  developed. 
With  respect  to  the  relationship  of  the 
agency  plans  to  those  of  the  State 
Agency  and  the  SHOC,  this  will  be  fur¬ 
ther  explicated  in  the  proposed  regula¬ 
tions  to  be  published  shortly  concerning 
the  functions  of  the  State  Agency  and 
the  SHCC.  A  number  of  additional  com¬ 
ments  concerning  the  plans  requested 
amendment  to  these  sections  to  require 
distribution  of  the  health  systems  plan 
and  annual  implementation  plan  to  a 
number  of  specific  organizations,  includ¬ 
ing  A-95  agencies,  local  governments, 
and  provider  institutions.  It  has  been 
determined  that  such  requirement  is  un¬ 
necessary  in  that  the  proposed  regula¬ 
tions  require  that  the  agency  publish  no¬ 
tice  of  the  availability  of  the  health  sys¬ 
tems  plan  and  annual  implementation 
plan  (§§  122.107  (c)(2)  and  (c)(3))  and 
that  wholesale  distribution  to  all  these 
groups  would  therefore  be  unduly  bur¬ 
densome  on  the  agency.  Interested  or¬ 
ganizations  may  of  course  obtain  copies 
of  the  plans  through  requests  to  the  con¬ 
cerned  agency.  Furthermore,  agreements 
with  A-95  agencies  will  assure  sharing  of 
planning  documents  throughout  the  de¬ 
velopment  of  such  plans.  Contrary  to  a 
number  of  other  comments,  the  require¬ 
ment  of  distribution  of  such  plans  to 
libraries  has  been  retained  because  it 
provides  ready  access  to  such  plans  by 
interested  individuals. 

Several  commentors  requested  that  a 
requirement  be  added  to  the  section  con¬ 
cerning  annual  implementation  plans  to 
require  that  a  hearing  be  held  on  such 
plan  prior  to  adoption.  While  the  stat¬ 
ute  (section  1512(c)(2))  does  provide 
for  a  hearing  prior  to  the  adoption  of  a 
health  systems  plan,  the  Senate  proposal 
that  public  hearings  also  be  required 
prior  to  adoption  of  the  annual  imple¬ 
mentation  plan  was  rejected  by  the  Con¬ 
gressional  conferees  and  does  not  appear 
in  the  statute  (H.R.  Rep.  No.  93-1640,  71 
(1974)).  In  light  of  this  explicit  legisla¬ 
tive  history,  the  Secretary  feels  that  the 
addition  of  this  requirement  by  regula¬ 
tion  would  be  in  appropriate  and,  fur¬ 
thermore,  that  to  require  such  a  hearing 
would  be  adding  an  additional  expense 
to  health  systems  agency  operation.  The 
adequacy  of  such  plan,  however,  and  the 
comments  of  interested  parties,  would 
certainly  be  considered  by  the  Secretary 
in  evaluating  the  performance  of  agen¬ 
cies.  It  should  also  be  noted  that  inas¬ 
much  as  all  business  meetings  of  the 
agency  must  be  open  to  the  public,  there 
will  be  an  opportunity  for  public  partici¬ 
pation  in  the  adoption  of  the  plan. 

With  respect  to  the  role  of  the  SHCC 
in  revising  health  systems  plans  as  set 
forth  in  S  122.107(c)  (4) ,  it  was  suggested 
that  this  provision  be  revised  to  provide 
an  HSA  an  opportunity  to  appeal  revi¬ 
sions  to  its  health  systems  plan  required 
by  the  Statewide  Health  Coordinating 
Council.  While  the  Secretary  views  this 
proposal  as  statutorily  unauthorized,  and 
the  suggestion  has  not  therefore  been 
accepted,  it  should  be  noted  that  the 


Statewide  Health  Coordinating  Council 
(which  has  representation  of  all  health 
systems  agencies)  is  required  to  conduct 
a  public  hearing  on  the  proposed  state 
health  plan  which  is  composed  of  the 
health  systems  plans  as  revised,  thereby 
providing  a  forum  for  affected  health 
systems  agencies  to  express  (heir  con¬ 
cerns.  ' 

Similarly,  with  respect  to  the  role  of 
the  SHCC  one  suggestion  was  made  that 
the  SHCC  be  allowed  not  only  to  revise 
the  health  systems  plan  but  also  to  re¬ 
vise  the  annual  implementation  plan  of 
an  agency.  The  statute  does  not  provide 
the  SHCC  with  such  authority  and  the 
comment  has  therefore  been  rejected. 

A  suggestion  that  proposed  S  122.107 
(c)  (5)  be  changed  to  require  the  health 
systems  agency  to  provide  copies  of  its 
annual  implementation  plan  to  the  State 
Agency  for  each  State  in  which  its  area 
is  located  has  been  adopted.  This  will  as¬ 
sist  the  State  Agency  in  keeping  in¬ 
formed  about  local  planning  activities 
within  the  State. 

A  number  of  comments  were  received 
concerning  §  122.107(c)  (8)  which  pro¬ 
vides  that  an  agency  may  provide  tech¬ 
nical  assistance  to  individuals  and  pub¬ 
lic  and  private  entities  that  suggested 
that  the  proposed  regulations  mandate 
the  subjects  on  which  such  assistance 
should  be  provided,  such  as  long  range 
institutional  development  plan.  The 
Department  has  declined  to  accept  this 
suggestion  since  in  its  view  each  agency 
should  be  able  to  decide  its  own  pri¬ 
orities  for  the  provision  of  technical 
assistance. 

Many  comments  were  received  con¬ 
cerning  the  requirements  of  proposed 
5  122.107(c)  (10),  (11)  and  (12)  which 
concern  the  health  system  agency’s  ob¬ 
ligations  to  coordinate  its  activities  with 
PSROs,  A-95  agencies  and  other  health 
systems  agencies  designated  for  the 
same  standard  metropolitan  statistical 
area.  In  general,  several  commentors  in¬ 
dicated  that  the  requirement  that  the 
necessary  agreements  be  for  the  devel¬ 
opment  of  a  common  data  base  was  un¬ 
duly  restrictive  and  that  a  more  ap¬ 
propriate  requirement  would  be  for  the 
sharing  of  data  and  Information.  The 
appropriate  sections  have  been  revised 
according  to  this  suggestion.  With  re¬ 
spect  to  technical  assistance,  each  of 
these  sections  has  been  revised  to  re¬ 
quire  that  the  agreement  should  also 
address  provision  of  technical  assistance 
to  the  agency  by  the  PSRO,  A-95  agency 
or  other  health  systems  agency.  In  ad¬ 
dition,  a  number  of  commentors  gen¬ 
erally  objected  to  the  requirement  that 
the  other  entities  enter  into  agreements 
concerning  the  health  systems  plan  and 
annual  Implementation  plan  prior  to 
the  development  of  such  plans  or  with 
respect  to  review  and  approval  activities 
prior  to  an  agency’s  carrying  out  such 
functions.  As  previously  indicated, 
5  122.106  has  been  revised  to  provide  that 
such  agreements  shall  be  designed  to 
take  into  account  progressive  assumption 
of  additional  functions  by  the  agency.  In 
addition,  in  light  of  changing  priorities 
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n.nri  functions,  §  122.107(C)  (10),  (11) 
and  (12)  have  also  been  amended  to  re¬ 
quire  that  agreements  entered  Into  pur¬ 
suant  to  such  sections  be  reviewed  pe¬ 
riodically  and  revised  as  necessary. 

Several  commentors  questioned  the 
consequences  11  no  agreements  were 
reached,  pointing  out  that  these  sections 
require  only  that  an  agency  “seek  to 
enter  Into"  such  agreements.  The  De¬ 
partment  views  the  requirements  for 
agreements  as  very  Important,  and  will 
actively  Involve  itself  to  the  extent  pos¬ 
sible  In  attempting  to  assist  agencies 
in  reaching  the  required  agreements.  It 
should  be  noted  that  even  where  no  such 
agreements  can  be  reached,  the  agency  is 
still  under  a  regulatory  and  statutory 
requirement  to  coordinate  its  activities 
with  such  other  entitles  (see  section  1513 
(d)  of  the  Act). 

With  respect  to  the  specific  require¬ 
ment  for  agreements  with  professional 
standards  review  organizations  (PSROs) , 
one  commentor  suggested  that  in  addi¬ 
tion  to  the  health  systems  plan  and  the 
annual  implementation  plan,  the  PSRO 
should  be  given  an  opportunity  to  com¬ 
ment  on  specific  standards  and  criteria 
developed  pursuant  to  section  1532  of 
the  Act,  especially  with  respect  to  quality 
of  care,  utilization  of  facilities,  and  need 
for  new  resources.  Further,  in  light  of  the 
expertise  available  from  PSRO’s  they 
should  also  be  involved  in  the  develop¬ 
mental  aspects  of  the  HSP,  AIP  and  cri¬ 
teria  adopted  pursuant  to  section  1532 
of  the  Act.  For  their  part,  PSROs  will  be 
strongly  urged  to  enter  into  such  agree¬ 
ments.  These  suggestions  have  been  ac¬ 
cepted  and  8  122.107(c)  (10)  revised  ac¬ 
cordingly. 

For  clarification,  it  should  be  noted 
that  the  requirement  for  an  agreement 
applies  to  both  conditionally  and  fully 
designated  PSROs.  One  commentor  also 
expressed  concern  about  the  confidenti¬ 
ality  of  PSRO  data.  As  specified  in  8  122  - 
107 (c)  ( 10) ,  however,  the  requirement  for 
an  agreement  is  only  that  the  PSRO 
provide  such  data  as  may  be  consistent 
with  the  confidentiality  restraints  in  sec¬ 
tion  1166  of  the  Social  Security  Act.  It 
should  be  noted,  however,  as  specified  in 
8  122.114,  that  all  data  in  the  possession 
of  the  health  systems  agency  must  be 
made  available  to  the  public. 

With  respect  to  the  specific  require¬ 
ments  for  agreement  with  A-95  agencies, 
a  number  of  comments  stated  that  the 
health  systems  agency  should  consider 
the  general  plans  of  the  A-95  agency 
when  taking  any  actions.  The  Depart¬ 
ment  concurs  with  this  and  the  suggest¬ 
ed  revision  has  been  made. 

Several  commentors  requested  that  an 
additional  provision  be  added  which 
would  require  agencies  to  develop  agree¬ 
ments  with  units  of  general  local  govern¬ 
ment.  While  the  Department  acknowl¬ 
edges  the  need  for  the  agency  to  develop 
working  relationships  with  these  enti¬ 
ties,  a  requirement  for  agreements  would 
be  unduly  burdensome,  since  in  many 
cases  an  agency  would  have  to  deal  with 
a  large  number  of  such  entities,  l.e.  vil¬ 
lages,  towns,  cities  and  counties.  Fur¬ 
ther,  the  areawide  A-95  clearinghouse, 


with  which  an  agency  must  seek  agree¬ 
ment,  already  Involve  the  local  govern¬ 
ments. 

There  may  be  instances  when  an  agree¬ 
ment  between  an  agency  and  a  unit  of 
government  is  needed,  but  that  should 
result  from  the  need,  not  an  artificial 
regulatory  mandate.  Similarly,  the  De¬ 
partment  thinks  that  although  coordi¬ 
nation  with  all  neighboring  health  sys¬ 
tems  agencies  may  be  desirable,  the  need 
for  an  agreement  as  such,  especially  in 
light  of  joint  participation  of  agencies 
on  the  SHCC,  must  be  necessitated  by 
local  circumstances  and  should  not  be 
mandated  at  the  Federal  level.  More  gen¬ 
erally,  several  commentors  have  suggest¬ 
ed  that  the  Secretary  should  be  more  ex¬ 
plicit  concerning  the  required  coordina¬ 
tion  of  project  review  between,  for  ex¬ 
ample,  the  health  systems  agencies  and 
A-95  agencies  as  well  as  between  health 
systems  agencies  within  a  single  SMSA. 
It  is  the  Secretary’s  positions  that  the 
specifics  of  such  arrangements  should  be 
left  to  the  agencies  to  negotiate  as  part 
of  the  agreements  and  that  it  would  be 
inappropriate  for  the  Secretary  to  man¬ 
date  any  rigid  requirements. 

With  respect  to  8  122.107(c)  (13) ,  while 
several  commentors  wanted  this  provi¬ 
sion  deleted,  it  is  statutorily  mandated 
(section  1513(d)  of  the  Act).  It  is  by 
statute  the  responsibility  of  each  health 
systems  agency  to  coordinate  with  the 
entities  there  listed.  Contrary  to  the  sev¬ 
eral  requests  received,  the  Department 
thinks  it  is  unnecessary  specifically  to 
explicate  the  other  types  of  appropriate 
entities  with  which  the  health  systems 
agency  should  coordinate  its  activities 
since  there  will  be  a  wide  variation  among 
health  service  areas.  Again,  the  Secretary 
will  be  evaluating  the  performance  of 
agencies  in  their  coordinative  activities 
with  other  entities  within  the  health 
service  area. 

A  number  of  comments  were  received 
with  respect  to  the  requirement  in 
8  122.107(c)  (15)  that  agencies  review  the 
appropriateness  of  existing  health  serv¬ 
ices  on  a  periodic  basis.  The  Secretary 
will  issue  regulations  in  the  future  con¬ 
cerning  this  function  and  the  comments 
received  will  be  considered  in  the 
development  of  such  regulations. 

With  respect  to  the  requirement  that 
agencies  annually  recommend  projects 
for  the  modernization,  construction,  and 
conversion  of  medical  facilities  in  its 
health  service  area  (8  122.107(c)  (16)),  it 
was  requested  that  this  provision  be 
amended  to  require  that  the  agency  hold 
public  hearings  before  it  takes  any  ac¬ 
tion  in  transmitting  such  proposals  for 
projects  to  the  State  Agencies.  Although 
the  Secretary  feels  that  the  addition  of 
an  explicit  hearing  requirement  would  be 
unduly  restrictive,  it  should  be  noted 
that  8  122.109  of  the  regulations  requires 
that  all  meetings  of  the  health  systems 
agency  be  open  to  the  public  and  that  the 
agenda  for  such  meetings  be  available 
to  the  public.  Such  meetings  should  pro¬ 
vide  adequate  opportunity  for  the  public 
to  be  Involved  in  the  agency’s  perform¬ 
ance  of  this  function  as  well  as  the  other 
functions  of  the  agency.  Additional  com¬ 


ments  were  received  concerning  such 
proposals  for  projects  which  indicated 
that  this  function  should  not  be  per¬ 
formed  until  the  regulations  governing 
Title  XVI  of  the  Act  are  published  and/or 
until  the  health  systems  agency  has  been 
able  to  conduct  the  review  of  appropri¬ 
ateness  of  existing  institutional  health 
services.  It  should  be  noted  that  the  re¬ 
quirement  of  this  function  is  not  specifi¬ 
cally  tied  to  the  Title  XVI  program,  and 
whether  or  not  the  State  Agency  is  in¬ 
volved  in  the  administration  of  Title 
XVI,  a  health  systems  agency  will  have 
the  responsibility  of  making  recommen¬ 
dations  to  the  State  with  respect  to  ad¬ 
ministration  of  various  programs  on  a 
State  level  which  may  in  fact  benefit 
from  the  recommendations  of  a  health 
systems  agency,  including,  for  example, 
State  supported  community  mental 
health  centers,  neighborhood  health 
centers,  etc.  With  respect  to  the  defini¬ 
tion  of  “medical  facilities”,  several  com¬ 
mentors  wished  a  number  of  specific 
facilities,  such  as  day  care  facilities,  to 
be  included.  The  Secretary  will  consider 
such  comments  when  developing  further 
guidance  on  this  subject. 

Several  comments  were  received  with 
respect  to  the  review  and  approval  or 
disapproval  function  in  8  122.107(c)  (17). 
This  function  will  be  the  subject  of  sepa¬ 
rate  regulations  and  the  Secretary  will 
consider  these  comments  in  developing 
those  regulations.  Section  122.107(c) 
(17)  has  been  revised,  however,  to  take 
account  of  the  differing  responsibility  of 
a  health  systems  agency  (i.e.,  review  and 
comment)  when  dealing  with  certain 
grants  to  specified  Indian  tribes  or  inter¬ 
tribal  organizations.  In  addition,  a  new 
§  122.107(e)  (18)  has  been  added  which 
provides,  in  accordance  with  section 
1513(e)  of  the  Act,  that  an  agency  shall 
provide  each  such  group  located  within 
the  health  service  area  information  re¬ 
specting  the  availability  of  Federal 
funds  in  accordance  with  section  1513(e) 
of  the  Act. 

One  comment  questioned  the  pro¬ 
vision  in  §  122.107(g)  allowing  for  addi¬ 
tional  conditions  to  be  added  to  a  full 
designation  agreement.  The  purpose  of 
this  provision,  which  is  retained,  is  to 
indicate  that  other  conditions  consistent 
with  the  statute  and  necessary  to  carry 
out  the  statutory  purposes  may  be  added 
to  an  agreement  during  negotiations 
with  an  agency. 

§  122.108  Renewal  and  termination 
of  agreements.  Several  comments  ques¬ 
tioned  the  restriction  in  8  122.108(a)(1) 
that  the  period  of  conditional  designa¬ 
tion  may  not  exceed  24  months  and  sug¬ 
gested  that  the  Department  allow  for 
the  period  to  be  extended  beyond  24 
months  under  highly  unusual  circum¬ 
stances.  This  suggestion  has  been  re¬ 
jected,  since  section  1515(b)  (2)  of  the 
Act  mandates  that  the  period  of  condi¬ 
tional  designation  not  exceed  24  months 
and  provides  no  authority  for  the  Secre¬ 
tary  to  extend  such  period. 

Several  comments  suggested  that  the 
Department  add  a  requirement  for  public 
meetings  prior  to  the  renewal  of  either  a 
conditional  or  full  designation  agree - 
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ment.  Public  meetings  are  already  re¬ 
quired,  however,  as  part  of  the  applica¬ 
tion  process  (see  §  122.104(a)  (8)  and 
(b)  (7) ) ,  and  so  no  such  separate  require¬ 
ment  is  necessary. 

With  respect  to  such  renewals,  several 
commentors  recommended  that  the  ap¬ 
propriate  Governor  and  SHCC  be  con¬ 
sulted  prior  to  such  renewal  or  non¬ 
renewal.  The  Department  concurs  with 
this  suggestion  and  §  122.108  has  been  re¬ 
vised  accordingly.  Section  122.108  has 
also  been  revised  to  state  that  the  Secre¬ 
tary  will  consult  with  the  Governor  and 
SHCC  concerning  any  proposed  termi¬ 
nation  of  a  conditional  or  full  designa¬ 
tion  agreement. 

Where  the  designation  agreement  of  a 
health  systems  agency  is  not  renewed, 
several  commentors  felt  that  the  agency 
should  have  the  right  to  “appeal”  such 
decision.  The  proposed  regulations  do 
provide  for  hearings  on  a  proposed  non¬ 
renewal  of  a  fully  designated  agency. 
With  respect  to  conditionally  designated 
agencies,  it  is  the  Secretary’s  position 
that  inasmuch  as  such  designation  is  on 
a  “trial”  basis,  such  a  procedure  is  un¬ 
necessary. 

A  number  of  questions  were  raised 
concerning  the  consequences  of  the  ter¬ 
mination  of  an  agency.  Pursuant  to  sec¬ 
tion  1515(d)  of  the  Act,  where  there  is 
such  a  termination  the  Secretary  would 
designate  a  new  agency  for  such  area. 

S  122.109  Governing  body;  executive 
and  other  committees.  The  major  com¬ 
ments  concerning  §  122.109  were  ad¬ 
dressed  to  the  statutorily  mandated 
consumer  majority  and  provider  rep¬ 
resentation  on  the  governing  body  of 
an  agency.  Many  comments  were  re¬ 
ceived  asking  for  a  definition  of  the  term 
“consumer”.  Inasmuch  as  all  persons 
are  to  some  degree  consumers  of  health 
care,  this  comment  was  rejected.  In¬ 
stead,  following  the  statutory  approach, 
the  term  “provider  of  health  care”  has 
been  defined. 

With  respect  to  consumers,  i.e.,  every¬ 
one  who  is  neither  a  provider  nor  has 
been  a  provider  within  the  preceding  12 
months,  many  comments  were  received 
requesting  that  specific  groups  or  inter¬ 
ests  not  enumerated  in  the  proposed 
rulemaking  be  specifically  mandated. 
The  same  comment  was  also  received 
with  respect  to  the  representation  of 
providers.  This  provision  has,  except  for 
the  definition  of  “major  purchasers  of 
health  care”,  been  taken  verbatim  from 
section  1512  of  the  Act  and  the  Depart¬ 
ment  has  declined  further  to  define  or 
amplify  this  provision.  Recognizing  the 
extreme  complexity  and  variety  in  des¬ 
ignated  health  service  areas,  the  Depart¬ 
ment  wishes,  at  this  stage,  to  give  as 
much  discretion  as  legally  permissible  to 
health  systems  agencies.  The  Depart¬ 
ment  does  state  that  in  its  view  although 
the  term  “broadly  representative”  does 
not  necessitate  an  equal  proportion,  it 
does  indicate  that  the  consumer  majority 
should  roughly  approximate,  in  its  rep¬ 
resentational  aspects,  the  whole  popu¬ 
lation  of  the  health  service  area. 


The  Department  will,  however,  be  re¬ 
viewing  the  performance  of  agencies  in 
meeting  these  criteria  to  see  if,  in  the 
future,  more  specific  regulation  is 
warranted. 

Several  comments  requested  further 
definition  of  the  term  “major  purchasers 
of  health  care”.  This  provision  has  been 
revised  to  include  several  examples  of 
major  purchasers  of  health  care,  such 
as  those  who  purchase  group  health  in¬ 
surance  or  hospital  or  medical  service 
benefits  for  their  employees,  members, 
or  beneficiaries.  The  issuers  of  health 
insurance  policies,  such  as  Blue  Cross 
and  private  insurance  companies,  how¬ 
ever,  would  be  considered  providers  of 
health  care  and  are  required  to  be  rep¬ 
resented  under  8  122.109(b)  (2)  (3). 

Additional  comments  requested  that 
the  one  year  time  period  during  which 
a  former  provider  cannot  take  a  con¬ 
sumer  seat  be  extended.  Other  com¬ 
mentors  wanted  it  shortened  or  deleted. 
This  one  year  limitation  is  statutory  and 
the  Secretary  does  not  think  it  appro¬ 
priate  to  extend  it  by  regulation. 

With  respect  to  provider  representa¬ 
tion,  the  Department  is  particularly 
concerned  that  no  one  portion  of  the 
health  care  industry  dominate  the  gov¬ 
erning  bodies.  Moreover,  the  Depart¬ 
ment  particularly  wants  to  call  attention 
to  the  need  to  integrate  the  roles  of  men¬ 
tal  health,  drug  abuse,  and  alcohol  abuse 
services  with  the  interests  and  concerns 
of  the  general  health  care  system.  The 
Department  will,  in  the  next  six  months, 
carefully  examine  the  representation 
on  health  systems  agencies’  governing 
bodies  accorded  providers  of  mental 
health,  drug  abuse  and  alcohol  abuse 
services  in  order  to  assure  that  physical 
and  mental  health  concerns  are  being 
integrated  at  the  community  level.  If  it 
appears  that  mental  health  concerns  are 
under  represented,  the  Secretary  intends 
to  amend  the  regulations  to  assure  that 
there  are  providers  of  mental  health, 
alcohol  abuse,  and  drug  abuse  services 
on  agency  governing  bodies. 

Many  commentors  raised  questions 
concerning  the  Veterans’  Administration 
representation  on  the  governing  body.  It 
should  be  noted  that  Veterans'  Adminis¬ 
tration  representatives  are  regular  mem¬ 
bers  of  the  governing  body,  and  thereby 
are  counted  as  members  for  purposes  of 
the  member  limitations  in  8  122.109,  must 
meet  all  of  the  requirements  of  a  govern¬ 
ing  body  member  such  as  residency  in 
the  area,  and  must  have  all  the  privileges 
of  the  governing  body  member  such  as 
voting. 

One  comment  suggested  that  the  re¬ 
quirement  in  8  122.109(b)  (3)  (v)  not  be 
limited  to  health  maintenance  organiza¬ 
tions  within  the  meaning  of  section  1310 
of  the  Public  Health  Service  Act  That 
requirement  is  statutory  and  may  not  be 
amended.  It  should  be  noted,  however, 
that  this  does  not  preclude  other  health 
maintenance  organizations  from  being 
represented  on  the  governing  body. 

Another  commentor  suggested  that  the 
Department  should  also  require  that  the 
provider  members  of  the  governing  body 


be  broadly  representative  of  the  popu¬ 
lation.  The  statute,  however,  provides 
only  that  consumers  be  broadly  repre¬ 
sented  in  this  sense  and  instead  provides 
that  the  provider  members  are  to  be 
on  the  governing  body  as  representatives 
of  particular  classes  of  health  care  pro¬ 
fessionals  or  provider  institutions.  This 
comment  has  therefore  not  been 
accepted. 

One  comment  suggested  that  the  De¬ 
partment  should  require  all  direct  pro¬ 
viders  to  be  practicing.  This  concern  is 
adequately  addressed  by  the  definition  of 
direct  providers  in  §  122.1  (o) . 

Many  comments  were  received  request¬ 
ing  a  variety  of  revisions  in  the  V3  lim¬ 
itation  on  public  elected  officials  and 
other  representatives  of  governmental 
authorities  and  public  agencies  on  the 
governing  body  in  8  122.109(b)  (3)  (i), 
from  mandating  it,  to  deleting  it,  to  rais¬ 
ing  it  or  lowering  it.  No  revision  has  been 
made  in  this  portion  of  the  regulation 
because  it  is  the  Department’s  view  that 
this  limitation  is  reasonable  in  order  to 
assure  that  health  systems  agencies  not 
be  dominated  by  public  members. 

More  generally  with  respect  to  8  122.- 
109(b)(3),  should  be  noted  that  such 
representatives  must  be  classified  as  ei¬ 
ther  consumer  or  provider  members  of 
the  governing  body  depending  upon  the 
particular  factual  situation  of  each  in¬ 
dividual  or  agency.  Several  commentors 
requested  clarification  of  consumer/pro¬ 
vider  status  with  respect  to  6  122.109(b) 
(3)  (ii),  representatives  of  private  agen¬ 
cies.  As  indicated  above,  each  case  must 
be  decided  on  its  own  merits.  In  general, 
however,  unless  an  entity  delivers  health 
care,  engages  in  health  research,  or  pro¬ 
vides  instruction  in  the  provision  of 
health  care,  a  representative  of  that 
group  would  not  be  classified  as  a  pro¬ 
vider. 

One  comment  suggested  that  the 
terms  “resident”,  “public  elected  offi¬ 
cials”  and  “allied  health  professions”  be 
defined.  The  Department  thinks  these 
terms  are  well  understood  and  that  there 
is  no  need  for  inclusion  of  a  definition  in 
the  regulations. 

With  respect  to  8  122.109(e)  (3) ,  which 
provides  that  the  public  must  be  given 
adequate  notice  of  business  meetings  of 
the  agency,  several  comments  were  re¬ 
ceived  which  requested  that  the  regula¬ 
tions  lay  out  in  more  detail  additional 
requirements  that  a  health  systems  agen¬ 
cy  must  meet,  including  such  things  as 
news  stories,  notices  in  shopping  centers, 
stores  and  churches,  notification  of  or¬ 
ganizations  with  wide  contacts,  and 
newsletters  of  their  own,  as  well  as  use 
of  newspapers  of  less  than  general  cir¬ 
culation,  including  foreign  language  pa¬ 
pers.  Although  the  Secretary  has  de¬ 
clined  to  accept  this  suggestion,  thereby 
leaving  it  up  to  the  health  systems  agen¬ 
cy  to  decide  the  best  method  for  provid¬ 
ing  notice  to  the  population  in  the  health 
service  area,  8  122.104(b)  (1)  (vlli)  does 
provide  that  such  method  must,  at  a 
minimum,  Include  periodic  publication  of 
schedules  in  two  newspapers  of  general 
circulation  in  the  health  service  area. 
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Further.  §  122.109(e)  (3)  requires  that 
such  method  be  designed  to  give  ade¬ 
quate  notice  to  the  public  of  such  meet¬ 
ings;  and  the  Department  will  be  review¬ 
ing  the  method  adopted  by  health  sys¬ 
tems  agencies  to  assure  that  they  are  in 
fact  so  designed.  Several  commentors  re¬ 
quested  a  definition  of  the  term  ‘‘business 
meetfhgs”.  Such  a  definition  has  been 
added  to  S  122.109(e>  (3) . 

With  respect  to  such  business  meet¬ 
ings.  several  commentors  requested  that 
the  quorum  requirement  be  revised  to 
provide  that  a  quorum  must  be  at  least 
half  consumers.  Others  recommended 
that  the  requirement  for  members  to  be 
present  and  Voting  be  dropped  and  that 
proxy  votes  and  alternates  be  allowed. 
These  suggestions  have  been  rejected. 
The  requirement  that  an  agency  “act 
only  by  a  vote  of  a  majority  of  its  mem¬ 
bers  present  anjl  voting  at  a  meeting”  is 
a  statutory  requirement.  The  objective 
of  this  requirement  is  that  members  hear 
all  discussions  and  then  vote.  To  allow 
proxies  would  be  to  circumvent  this  ob¬ 
jective.  Further,  the  use  of  alternates 
would  also  disrupt  the  continuity  of  the 
consumer /provider  balance  in  the  com¬ 
positional  requirements  for  the  govern¬ 
ing  body.  Finally,  the  requirement  of  ade¬ 
quate  notice  is  designed  to  assure  that 
all  members  of  the  governing  body  have 
notice  of  the  meetings.  It  should  be 
noted,  however,  that  the  requirement 
that  members  be  “present”  does  not 
mean  that  all  members  be  physically 
present  in  a  single  room.  Given  today’s 
technology,  it  would  be  possible  for  mem¬ 
bers  and  the  public  to  participate 
through  the  use  of  telecommunications 
techniques.  The  requirement  of  a  con¬ 
sumer  majority  at  meetings  was  also 
rejected.  It  is  the  Department’s  view  that 
it  would  be  unduly  restrictive  of  agency 
functioning  to  include  this  requirement 
by  regulation. 

The  Department  was  requested  by  a 
number  of  commentors  to  remove  much 
of  the  detail  concerning  the  administra¬ 
tion  and  organization  of  health  systems 
agencies  found  in  §  122.109.  By  and  large, 
the  Department  has  attempted  to  mini¬ 
mize  any  additional  regulation  of  this 
aspect  of  the  health  systems  agencies 
activities,  and  for  the  most  part  the 
material  in  the  regulation  is  included 
because  of  its  inclusion  in  P.L.  93-641. 

Several  commentors  requested  that  the 
Secretary  define  the  term  “reasonable 
costs”  as  used  in  §  122.109(e)(4).  While 
the  Department  has  not  defined  that 
term,  it  is  intended  that  such  costs  in¬ 
clude  such  matters  as  transportation 
and  child-care  costs.  In  addition,  stand¬ 
ards  for  such  expenditures  are  set  out 
in  45  CFR  Part  74,  which  is  applicable 
to  funds  expended  under  this  Part. 

Many  comments,  principally  in  the 
form  of  questions  or  recommended  clari¬ 
fications,  were  received  relative  to  the 
role  and  authority  of  the  executive  com¬ 
mittee. 

A  governing  body  of  30  members  or  less 
has  the  option  of  forming  an  executive 
committee.  If  it  elects  to  do  so,  the  execu¬ 
tive  committee  would  perform  the  func¬ 
tions  of  any  normal  executive  commit¬ 


tee;  that  is.  take  actions  on  behalf  of  the 
governing  body  which  are  subject  to  its 
(the  governing  body's)  approval.  A  gov¬ 
erning  body  in  excess  of  30  members, 
however,  must  establish  an  executive 
committee,  whose  membership  must  not 
exceed  25  and  which  must  meet  the 
composition  requirements  applicable  to 
the  governing  body.  The  executive  com¬ 
mittee  must  be  delegated  the  authority 
to  act  for  the  governing  body  except  with 
respect  to  establishment  and  revision  of 
the  HSP  and  AIP,  which  authority  can¬ 
not  be  delegated  to  the  executive  com¬ 
mittee  by  the  governing  body.  While,  the 
Department  did  consider  whether  to 
mandate  that  the  required  delegation 
be  exclusive,  it  has  been  determined  that 
such  a  requirement  would  be  unduly  rigid 
and  such  revision  has  not  been  made. 
The  regulation  has  been  revised,  how¬ 
ever,  in  accordance  with  several  com¬ 
ments.  to  indicate  that  this  delegation 
need  not  cover  authority  for  adoption 
and  amendment  of  articles  of  incorpora¬ 
tion  and  bylaws  or  similar  documents. 

Various  comments  were  received  with 
respect  to  composition  of  subcommittees 
and  advisory  groups.  Some  wanted  the 
Department  to  define  limits  on  size  of 
committees,  others  to  require  quorums 
with  consumer  majorities  or  provider 
majorities.  These  comments  were  re¬ 
jected  as  an  unnecessary  interference 
with  the  internal  workings  of  such  agen¬ 
cies. 

§  122.110  Staff.  Many  comments  were 
received  concerning  proposed  §  122.110 
requesting  that  paragraph  (b)  of  that 
section,  which  listed  the  types  of  exper¬ 
tise  that  the  staff  of  a  health  systems 
agency  must  provide  and  which  was  an 
expansion  from  the  statutorily  mandated 
list  in  section  1512(b)  (2)  (A)  of  the  Act, 
be  revised.  A  few  commentors  recom¬ 
mended  expanding  the  requirements  for 
expertise  by  adding  additional  types  of 
experts,  such  as  mental  health  and  en¬ 
vironmental  health  professionals,  or  by 
specifying  educational  and  experience 
qualifications.  These  comments  have 
been  rejected,  as  being  too  prescriptive. 
The  majority  of  the  commentors,  how¬ 
ever,  felt  that  the  expanded  list  of  re¬ 
quired  staff  experts  was  not  warranted 
in  light  of  the  anticipated  funding  levels, 
the  diverse  size  of  health  service  areas, 
and  the  scarcity  of  personnel  with  the 
proposed  skills. 

The  Department  has  reconsidered  its 
position  and  8  122.110(b)  has  been  re¬ 
vised  to  reflect  simply  the  statutory  re¬ 
quirements  concerning  staff  expertise. 
The  Department  will  be  reviewing  the 
performance  of  each  agency,  however, 
to  ascertain  whether  the  staff  employed 
by  such  agency  is  capable  of  adequately 
performing  the  functions  assigned  to  the 
agency. 

Further,  several  comments  suggested 
that  the  Department  require  that  the 
staff  of  the  agency  be  representative  of 
the  population  of  the  health  service 
area.  While  this  type  of  requirement  is 
included  with  respect  to  the  governing 
body  of  the  agency,  it  would,  in  the  De¬ 
partment’s  view,  be  unduly  restrictive  to 
add  this  requirement  to  the  staffing  of 


the  agency  and  therefore  the  revision 
has  not  been  made. 

In  response  to  several  comments,  the 
Department  wishes  to  clarify  that  the 
staffing  requirement  in  8  122.110(a) 
(which  provides  that  the  size  of  the  pro¬ 
fessional  staff  of  the  agency  may  not  be 
less  than  5  or  1  professional  for  every 
100,000  population,  whichever  is  greater, 
up  to  a  maximum  of  25)  is  itself  only  a 
minimum  staffing  requirement.  Other 
commentors  requested  that  this  mini¬ 
mum  be  relaxed  depending  upon  such 
factors  as  the  size  of  the  health  service 
area.  The  minimum  staffing  requirement 
is,  however,  a  statutory  requirement,  and 
it  has  therefore  been  retained. 

One  comment  requested  that  the  re¬ 
quirement  for  a  full-time  executive  di¬ 
rector  be  deleted  from  8  122.110(a),  and 
suggested  that  a  directorate  composed  of 
several  individuals  be  substituted.  The 
Department’s  experience  with  the  re¬ 
gional  medical  programs  and  compre¬ 
hensive  health  planning  agencies  has 
indicated  that  such  an  arrangement  has 
been  for  the  most  part  both  impractical 
and  inefficient.  The  suggested  change  has 
therefore  not  been  adopted. 

One  comment  suggested  that  the 
Governor  of  each  State  in  which  an 
agency’s  health  service  area  is  located  be 
given  the  authority  to  approve  the  salary 
structure  of  the  health  systems  agency. 
While  the  Secretary  thinks  this  inap¬ 
propriate,  since  this  is  an  internal  mat¬ 
ter  of  the  agency.  Governors  will  have  an 
opportunity  to  comment  on  this  during 
their  review  of  applications. 

8  122.111  Contracting  for  services — 
consultants.  Comments  were  received 
with  respect  to  the  procedures  for  the 
employment  of  consultants  required  in 
paragraph  <b>  of  such  section.  A  number 
of  commentors  suggested  the  deletion  of 
the  requirement  that  the  agency  adopt  a 
uniform  policy  for  the  employment  of 
consultants  which  requires  that  prior  to 
such  employment  the  agency  find  that 
the  consultant  services  to  be  provided  are 
essential  to  the  performance  of  the 
agency’s  functions  and  cannot  be  per¬ 
formed  by  persons  otherwise  presently 
employed  by  the  agency,  since  in  their 
view  the  agency  should  be  allowed  to  em¬ 
ploy  consultants  where  they  could  better 
perform  a  required  agency  function.  This 
comment  has  not  been  accepted  because 
the  Secretary  wishes,  in  accordance  with 
the  legislative  intent,  to  encourage  each 
health  systems  agency  to  develop  the 
necessary  in-house  capability  to  carry 
out  the  functions  assigned  to  such 
agency. 

Many  comments  also  suggested  the 
deletion  of  the  requirement  that  an 
agency  first  try  to  obtain  consultants 
from  within  the  health  service  area,  on 
the  basis  that  the  requirement  was  un¬ 
duly  burdensome  on  the  agency.  This 
suggestion  was  accepted,  and  proposed 
§  122.111(b)  (4)  has  been  deleted. 

Revision  of  the  requirements  concern¬ 
ing  the  hiring  of  governing  body  mem¬ 
bers  as  consultants  to  bar  such  hiring 
altogether  was  also  suggested  since,  in 
the  view  of  the  commentors,  this  situa¬ 
tion  would  create  a  substantial  conflict 
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of  interest.  Hie  Secretary  has  recon¬ 
sidered  his  position  on  this  issue  and  has 
decided  to  accept  this  suggestion.  Ac¬ 
cordingly,  8  122.111  has  been  revised  to 
provide  that  a  governing  body  member 
may  not  be  employed  by  the  agency  as  a 
paid  consultant. 

One  comment  suggested  substitution 
of  the  approval  of  either  the  executive 
committee  or  the  governing  body  for  the 
selection  of  a  consultant  rather  than  the 
requirement  of  proposed  §  122.111(b)  (3) 
that  the  executive  director  approve  such 
selection.  This  provision  has  been  re¬ 
tained  but  it  should  be  recognized  that 
this  is  a  “minimal”  procedure  and  does 
not  preclude  an  agency  from  establish¬ 
ing  a  procedure  whereby  all  selections  of 
consultants  which  would  meet  certain 
criteria,  such  as  a  certain  dollar  figure 
for  example,  would  also  require  govern¬ 
ing  body  approval. 

Paragraph  (c)  of  proposed  §  122.111, 
relating  to  the  limitations  on  agencies 
contracting  for  services,  also  generated 
a  number  of  comments.  Several  corn- 
mentors  objected  to  the  prohibition 
against  agencies  contracting  for  the  per¬ 
formance  of  an  entire  function  by 
another  entity  as  well  as  the  prohibition 
against  contracting  for  routine  staffing 
and  planning  functions.  The  legislative 
history  of  PXi.  93-641  makes  clear  that 
while  Congress  wished  to  permit  an 
agency  to  employ  consultants  and  con¬ 
tract  with  individuals  and  entities  for  the 
performance  of  services  when  necessary, 
such  activity  was  intended  to  be  limited 
in  scope  (see  H.R.  Rep.  No.  93-1383,  69- 
70  (1974)).  This  provision  has  not, 
therefore,  been  deleted. 

With  respect  to  the  source  of  contrac¬ 
tors,  one  comment  suggested  the  agencies 
should  be  required  to  contract  with  local 
health  organizations  for  data.  While  it 
is  clearly  intended  that  an  agency  use 
available  sources  for  collection  of  data 
(see  §  122.107(c)  of  the  regulations),  it 
would  be  unduly  restrictive  to  limit  the 
sources  from  which  an  agency  could  ob¬ 
tain  data  to  local  health  organizations, 
and  therefore  the  suggestion  has  been 
rejected. 

A  number  of  commentors  suggested 
that  the  requirement  that  the  procedures 
mandated  by  45  CFR  Part  74,  Subpart 
P,  be  used  for  all  procurements  of 
supplies,  equipment  or  other  services, 
whether  paid  for  by  Federal  funds  or 
otherwise,  was  unduly  restrictive  and  an 
unnecessary  interference  with  agency 
activity.  The  Department  concurs  with 
this  comment  and  has  deleted  this  re¬ 
quirement.  With  respect  to  grant  funds 
made  available  under  section  1516  of  the 
Act,  or  non-Federal  funds  whose  ex¬ 
penditure  was  assured  in  order  to  receive 
an  increased  amount  of  grant  funds,  the 
requirements  of  such  Subpart  P  continue 
to  apply  (45  CFR  Part  74) .  With  respect 
to  these  requirements,  it  should  be  noted 
that  this  subpart  provides  for  compliance 
with  Executive  Order  11246,  30  FR  12319, 
Sept.  24,  1969,  as  amended,  entitled 
“Equal  Eknployment  Opportunity.” 

S  122.112  Subarea  advisory  councils. 
Comments  were  received  concerning  pro- 
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posed  S  122.112  suggesting  that  such  sec¬ 
tion  be  revised  to  mandate  that  subarea 
advisory  councils  be  established  by  all 
health  systems  agencies  or,  alternatively, 
by  agencies  where  Indians  are  a  signifi¬ 
cant  portion  of  the  population  of  the 
health  service  area;  and  in  addition  that 
the  boundaries  of  such  councils’  sub- 
areas  be  mandated  as  identical  to  that  of 
substate  planning  districts.  These  sug¬ 
gestions  have  not  been  adopted.  Section 
1512(c)  of  the  Act  provides  that  an 
agency  may  at  its  discretion  establish 
such  subarea  advisory  councils.  It  is  the 
Department’s  view  that  the  question  of 
whether  subarea  advisory  councils  are 
appropriate  in  any  particular  instance 
should  be  left  to  the  residents  of  each 
health  service  area,  and  that  it  would  be 
unduly  restrictive  of  local  initiative  to 
require  that  every  agency  establish  sub- 
area  advisory  councils  regardless  of  local 
views  of  the  necessity  for  such  councils. 
In  a  similar  vein,  although  in  any  partic¬ 
ular  health  service  area  substate  plan¬ 
ning  districts  may  be  the  appropriate 
boundaries  for  subarea  advisory  coun¬ 
cils,  the  Department  does  not  think  it 
appropriate  for  it,  by  regulation,  to  man¬ 
date  the  manner  in  which  an  agency  di¬ 
vides  its  health  service  area  for  the  pur¬ 
pose  of  establishing  subarea  advisory 
councils. 

With  respect  to  the  composition  of  the 
subarea  advisory  councils,  several  com¬ 
mentors  expressed  concern  over  repre¬ 
sentation  of  various  groups,  including 
native  Indian  or  Alaskan  populations. 
Section  1512(c)  of  the  Act  and  S  122.112 
(b)  of  the  proposed  regulations  require 
that  the  composition  of  each  subarea 
advisory  council  conform  to  the  require¬ 
ments  of  section  1512(b)(3)(C)  of  the 
Act  that  the  council  be  broadly  repre¬ 
sentative  of  the  residents  of  the  area. 
The  Department  expects  that  where  the 
population  of  any  portion  of  a  health 
service  area  contains  any  significant 
population  grouping,  such  as  Indians, 
such  group  will  be  represented  on  the 
subarea  advisory  council.  Section  122.112 
(b)  has  been  revised,  however,  to  re¬ 
quire  that  the  composition  of  the  sub- 
area  advisory  council  be  reflective  of  the 
geographic  area  which  the  subarea  ad¬ 
visory  council  has  been  established  to 
represent. 

Comments  also  were  received  which  re¬ 
quested  that  paragraph  (b)  of  $  122.112 
be  revised  to  allow  the  health  systems 
agency  to  delegate  functions  to  a  sub- 
area  advisory  council.  By  statute,  how¬ 
ever,  the  role  of  these  councils  is  advi¬ 
sory,  only,  and  the  health  systems  agency 
must  retain  the  authority  to  perform  its 
statutorily  assigned  functions.  Accord¬ 
ingly,  the  suggested  changes  have  not 
been  accepted.  The  regulation  does,  how¬ 
ever,  permit  the  health  systems  agency 
to  make  resources  available  to  subarea 
advisory  councils,  so  that  the  councils 
can  provide  meaningful  advice  to  the 
agency. 

§  122.113  Private  funds,  services  or 
facilities.  Many  comments  were  received 
requesting  the  elimination  or,  alterna¬ 
tively,  the  limiting  of  proposed  8  122.113 


which,  in  summary,  prohibits  health  sys¬ 
tems  agencies  from  accepting  any  funds 
or  contribution  of  services  or  facilities 
from  any  Individual  or  private  entity 
which  has  a  financial,  fiduciary,  or  other 
direct  interest  in  the  development,  ex¬ 
pansion  or  support  of  health  resources. 
While  the  Department  recognizes  that  in 
light  of  the  limited  Federal  funds  avail¬ 
able  this  provision  is  quite  restrictive, 

§  122.113  is  reflective  of  the  statutory 
restriction  (section  1512(b)  (5) ),  and  the 
Secretary  has  no  authority  to  relieve  this 
restriction  by  regulation.  The  recommen¬ 
dations  have  therefore  not  been  ac¬ 
cepted.  It  should  be  noted,  however,  that 
the  restriction  in  §  122.113  applies  only 
to  individuals  or  private  entities  and  does 
not  apply  to  the  acceptance  of  funds  or 
contributions  of  services  or  facilities  from 
public  entities. 

5 122.114  Access  of  the  public  to 
agency  records.  Many  comments  were 
received  concerning  proposed  8  122.114, 
which  requires  that  each  agency  adopt  a 
policy  making  its  records  and  data  avail¬ 
able  to  the  public,  suggesting  that  such 
section  be  amended  to  allow  the  agency 
to  keep  certain  data,  such  as  financial 
and  personnel  information,  confidential. 
While  the  Secretary  shares  the  com¬ 
mentors’  concern,  such  revision  cannot 
be  made.  Section  1512(b)  (3)  (B)  (vii) 
(HI )  of  the  Act  requires  that  the  agency 
shall  “make  its  records  and  data  avail¬ 
able,  upon  request,  to  the  public.”  In  this 
connection,  it  should  be  noted  that  the 
House  bill  included  a  provision  which 
would  have  allowed  the  Secretary,  by 
regulation,  to  establish  certain  classes 
of  Information  (such  as  those  described 
in  5  U.S.C.  552(b),  including  financial 
information)  that  could  be  held  confi¬ 
dential.  In  conference,  this  authority  was 
deleted.  (H.R.  Rep.  No.  93-1640,  68 
(1974) )  It  would  be  impermissible,  there¬ 
fore,  in  light  of  the  all-inclusive  statu¬ 
tory  language  and  its  legislative  history, 
for  the  Secretary  so  to  delimit  the  statu¬ 
tory  provision. 

8  122.115  Annual  report.  Several  com¬ 
ments  were  received  concerning  the 
scope  of  the  requirement  in  proposed 
8  122.115  that  each  health  systems 
agency  issue  an  annual  report  concern¬ 
ing  the  activities  of  the  agency.  A  num¬ 
ber  of  comments  recommended  that  the 
Department  require  that  the  HSP  and 
AIP  of  the  agency  be  included  in  full  in 
the  annual  report,  instead  of  the  require¬ 
ment  of  8  122.115,  as  proposed,  that  such 
plans  may  either  be  incorporated  in  their 
entirety  or  incorporated  by  reference. 
While  the  incorporation  of  the  entire 
plan  may  in  some  instances  be  appropri¬ 
ate,  it  is  the  Department's  view  that  in 
light  of  the  possibly  voluminous  nature 
of  such  plans,  it  would  be  unduly  burden¬ 
some  and  expensive  to  require  every 
agency  to  incorporate  such  plans  in  their 
entirety.  The  recommendation  has  not, 
therefore,  been  accepted.  It  should  be 
noted  that  where  an  agency  does  in¬ 
corporate  its  plans  by  reference,  8  122.115 
requires  that  the  report  Include  a  sum¬ 
mary  of  the  plan  and  a  statement  of 
where  copies  of  the  plans  are  available. 
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Further.  §  122.107(c)(2)  and  (3)  require 
that  the  agency  distribute  copies  of  its 
plans  to  all  public  libraries  in  the  health 
service  area. 

With  respect  to  the  substance  of  the 
report,  two  changes  have  been  made.  A 
requirement  has  been  added  that  the  re¬ 
port  contain  a  list  of  the  members  of  the 
governing  body,  executive  committee,  if 
any.  and  staff  of  the  agency  to  assure, 
that  the  residents  of  a  health  service  area 
served  by  an  agency  are  kept  informed  of 
the  individuals  operating  the  agency. 
Further,  the  requirement  that  the  report 
contain  information  concerning  contrib¬ 
utors'  occupations,  affiliations  and 
amounts  of  contribution  has  been  de¬ 
leted.  The  Department  has  reconsidered 
the  usefulness  of  including  all  this  in¬ 
formation  in  the  report,  and  has  deter¬ 
mined  that  inasmuch  as  such  informa¬ 
tion  is  available  to  the  public  pursuant 
to  §  122.114,  little  was  to  be  gained  by 
requiring  its  inclusion  in  the  annual  re¬ 
port.  The  regulations  do  require,  how¬ 
ever,  that  the  annual  report  contain  a 
list  of  all  the  contributors  to  the  agency. 

Several  comments  requested  revisions 
In  paragraph  (b)  of  §  122.115  to  either 
expand  or  restrict  the  requirements  for 
the  distribution  of  the  annual  report. 
Section  1512(b)  (3)  (B)  (v)  of  the  Act  re¬ 
quires  that  the  annual  report  be  readily 
available  to  the  residents  of  the  health 
service  area.  The  Department  has  deter¬ 
mined  that  to  delete  the  requirement  that 
the  agency  must  distribute  copies  of  its 
annual  report  to  public  libraries  in  its 
health  service  area  would  unduly  limit 
the  ready  availability  of  such  report  to 
such  residents,  and  that  suggestion  has 
accordingly  not  been  accepted.  On  the 
other  hand,  a  suggestion  that  the  re¬ 
quirement  of  public  notice  of  the  avail¬ 
ability  of  such  report  be  expanded  to  in¬ 
clude  all  newspapers  of  general  circula¬ 
tion  in  the  area  has  also  been  rejected. 
It  Is  the  Department’s  view  that  in  light 
of  the  requirement  that  copies  of  the  plan 
be  placed  in  all  libraries,  a  broader  pub¬ 
lication  requirement  is  unnecessary.  Fi¬ 
nally,  a  requirement  has  been  added  that 
the  agency  must  provide  copies  of  its  an¬ 
nual  report  to  the  State  Agency  desig¬ 
nated  for  each  State  in  which  the 
agency’s  health  service  area  is  located. 

9  122.203  Application.  Several  corn- 
mentors  suggested  that  proposed  §  122.- 
203  be  revised  to  clarify  that  the  individ¬ 
ual  who  executes  the  application  is  doing 
so  as  an  agent  for  the  applicant  entity. 
As  indicated  previously  (see  discussion 
concerning  §  122.103)  this  is  standard 
language  and  no  revisions  have  been 
made  therein. 

Additional  comments  were  received 
that  such  section  should  require  that  the 
application  for  a  grant  be  submitted  to 
the  Statewide  Health  Coordinating 
Council  as  well  as  to  the  Secretary,  and 
that  the  Secretary  should  consider  any 
comments  received  from  the  SHCC.  In 
consideration  of  such  comments  and  the 
statutory  role  of  the  SHCC  under  section 
1524(c)  (4)  of  the  Act  to  review  applica¬ 
tions  for  grants  under  section  1516  and 
report  to  the  Secretary  its  comments  on 
such  applications,  9  122.203(a)  and 
§  122.204(a)  have  been  revised  to  spe¬ 
cifically  state  the  role  of  the  SHCC  in 
this  regard. 


§  122.204  Grant  award.  A  number  of 
persons  objected  to  the  scheme  for  fund¬ 
ing  fully  designated  agencies  and  sug¬ 
gested  that  basing  such  funding  on  popu¬ 
lation  was  too  rigid  and  that  the  need 
of  the  agency  should  also  be  considered. 
Since  the  funding  for  fully  designated 
agencies  is  statutorily  mandated  (sec¬ 
tion  1516(b) ) ,  no  revision  has  been  made. 

Many  comments  were  also  received 
with  respect  to  the  proposed  scheme  for 
funding  conditionally  designated  health 
systems  agencies,  objecting  to  the  lack  of 
any  minimum  grant  and  the  discretion 
provided  the  Secretary  in  determining 
the  need  of  each  agency  for  the  funds 
available  under  the  formula.  Section  1516 
(b)(1)  provides  the  Secretary  broad  dis¬ 
cretion  in  determining  the  amount  of 
grants  to  conditionally  designated 
health  systems  agencies.  In  consideration 
of  the  comments  received,  the  Secretary 
has  determined  that  for  funding  cycles 
where  all  agencies  are  conditionally 
designated,  grants  will  be  computed  us¬ 
ing  the  statutory  formula  with  a  variable 
minimum  grant  for  each  agency  based 
upon  the  population  served  by  the 
agency. 

The  basis  for  this  approach  is  the  De¬ 
partment’s  view  that  there  is  a  minimum 
amount  of  funds  required  for  all  agencies 
to  perform  the  functions  of  a  condition¬ 
ally  designated  health  systems  agency 
and  that  this  minimum  amount  increases 
as  the  population  to  be  served  by  the 
agency  increases.  The  minimum  grant 
amounts  will  be  $115,000  for  agencies 
serving  areas  with  a  population  of  350,- 
000  or  less;  $145,000  for  agencies  serving 
areas  with  a  population  of  more  than 
350,000  and  less  than  500,000  and  $175,- 
000  for  agencies  serving  areas  with  a 
population  of  500,000  or  more.  Where  in¬ 
adequate  funds  are  made  available  to 
fully  fund  conditional  agencies  on  this 
formula  basis,  there  will  be  a  pro-rata 
reduction  of  all  agencies,  with  variable 
floors  based,  as  described  above,  upon 
the  population  served,  by  the  agencies. 
In  future  funding  cycles,  where  both 
conditionally  and  fully  designated  agen¬ 
cies  will  be  seeking  funds  under  section 
1516.  the  variable  minimum  grant  for 
conditionally  designated  agencies  will  be 
retained  but  the  floors  for  pro-rata  re¬ 
duction  will  be  deleted.  Any  pro-rata 
reduction  necessitated  by  inadequate 
funds  for  grants  to  fully  and  condition¬ 
ally  designated  health  systems  agencies 
will  be  conducted  in  accordance  with  the 
pro-rata  reduction  formula  in  section 
1516(c)(2),  which  provides  a  floor  of 
$175,000  only  for  fully  designated  health 
systems  agencies. 

§  122.205  Determination  of  popula¬ 
tion.  Several  respondents  indicated  that 
the  proposed  method  of  determining  the 
latest  available  population  estimates 
would  not  be  appropriate  for  all  health 
service  areas.  Determinations  by  the 
State  Agency  or  the  Statewide  Health 
Coordinating  Council  were  alternatives 
suggested.  Since  the  Department  intends 
to  rely  on  the  Federal-State  Cooperative 
Program  within  the  Department  of  Com¬ 
merce  for  local  population  estimates,  no 
change  in  the  regulations  as  proposed 
is  necessary. 


§  122.206  Assurance  of  non-Federal 
funds.  A  number  of  comments  requested 
that  paragraph  (b)  of  proposed  9  122.- 
206  be  revised  to  allow  in-kind  contribu¬ 
tions  to  be  included  for  purposes  of 
computing  matching  funds.  Both  the 
statutory  language  in  section  1516  and 
the  legislative  history  make  clear,  how¬ 
ever,  that  in-kind  contributions  are  not 
to  be  included  (see,  for  example,  H.R. 
Rep.  No.  93-1382,  70  ( 1974  >  >.  The  sug¬ 
gested  revision  has  therefore  not  been 
made. 

With  respect  to  such  assurances  of  ex¬ 
penditure  of  non-Federal  funds,  para¬ 
graph  (a)  of  §  122.206  has  been  revised 
to  state  that  the  Secretary  may  at  any 
time  require  such  evidence  as  he  deems 
necessary  of  the  agency's  current  ability 
to  meet  an  assurance  provided  by  the 
agency. 

§  122.208  Use  of  grant  funds.  A  num¬ 
ber  of  comments  suggested  that  the  lim¬ 
itations  on  the  use  of  grant  funds  be 
revised  to  allow  these  funds  to  be  used 
for  developmental  purposes.  It  is  clear 
that  these  funds  were  intended  to  pay 
operating  costs  of  the  agency  itself.  Sec¬ 
tion  1516(a)  of  the  Act  specifically  pro¬ 
hibits  the  use  of  such  funds  to  make 
payments  under  a  grant  or  contract  with 
another  entity  for  the  development  or 
delivery  of  health  services  or  resources. 
Such  activities  will  be  funded  through 
monies  made  available  pursuant  to  sec¬ 
tion  1640,  the  Area  Health  Services  De¬ 
velopment  Funds.  Accordingly,  the  pro¬ 
posed  changes  have  not  been  made. 

§  122.209  Nondiscrimination.  Several 
comments  were  received  that  the  pro¬ 
posed  regulations  should  be  revised  to 
prohibit  applicants  from  discriminating 
on  the  basis  of  sex.  Other  comments 
wished  the  Secretary  to  use  these  reg¬ 
ulations  for  reminding  agencies  that  they 
may,  based  upon  number  of  employees 
and  other  factors,  be  covered  by  the  re¬ 
quirements  of  Title  VHI  of  the  Civil 
Rights  Act  of  1964  and  the  Equal  Pay 
Act. 

Section  1512(b)  (3)  (C)  of  the  Act  and, 
correspondingly,  §  122.109  of  the  reg¬ 
ulations  require  that  the  governing  body 
of  an  agency  which  has  authority  for  the 
effective  functioning  of  the  agency  be 
broadly  representative  of  the  “social, 
economic,  linguistic  and  racial  popula¬ 
tion”  of  the  health  service  area.  Although 
as  previously  indicated  the  Department 
has  not  further  explicated  this  in  reg¬ 
ulation,  the  Department  expects  that 
women  will  be  significantly  represented 
on  the  governing  body  and  thus  will  be 
involved  in  the  setting  of  agency  policy. 

The  Department  does,  however,  wish 
to  assure  that  the  staff  which  will  carry 
out  agency  policy  is  hired  on  a  nondis- 
criminatory  basis  and  has  therefore 
added  a  requirement  to  §  122.209,  that  an 
agency  shall  not  deny  employment  to  any 
person  on  the  grounds  of  age.  sex.  creed, 
or  marital  status. 

In  light  of  this,  and  inasmuch  as  the 
requirements  concerning  Title  VH  of  the 
Civil  Rights  Act  of  1964  and  the  Equal 
Pay  Act  are  not  applicable  to  health 
systems  agencies  by  virtue  of  this  pro¬ 
gram  but  by  virtue  of  independent  statu¬ 
tory  authority,  the  Department  thinks  it 
unnecessary  to  include  reference  to  such 
provisions  in  the  regulations. 
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In  addition,  a  number  of  editorial  and 
technical  changes  have  been  made  in  the 
regulation  as  proposed. 

Accordingly,  a  new  Part  122  is  added  to 
Title  42,  Code  of  Federal  Regulations,  as 
set  forth  below. 

Effective  date:  This  Part  will  become 
effective  March  26,  1976. 

Dated:  February  27,  1976. 

•  Theodore  Cooper, 

Assistant  Secretary  for  Health. 

Approved:  March  19,  1976. 

David  Mathews, 

Secretary. 

Subpart  A — Definitions 

Bee. 

122.1  Definitions. 

Subpart  B — Designations  of  Health  Systems 
Agencies 

122.101  Purpose  and  scope. 

122.102  EUglbUity. 

122.103  Application. 

122.104  Contents  of  applications. 

122.105  Selection  of  agencies. 

122.106  Conditional  designation  agreements. 

122.107  Pull  designation  agreements. 

122.108  Renewal  and  termination  of  agree¬ 

ments. 

122.109  Governing  body;  executive  and 

other  committees. 

122.110  Staff. 

122.111  Contracting  for  services — consult¬ 

ants. 

122.1 ' 2  Subarea  advisory  councils. 

122.113  Private  funds,  services  or  facilities. 

122.114  Access  of  the  public  to  agency  rec¬ 

ords  and  data. 

122.115  Annual  report. 

Subpart  C — Grants  to  Health  Systems  Agencies 
122.201  Appllcat  lity. 

1221202  Eligibility. 

122.203  Application. 

122.204  Grant  award. 

1 22 .205  Determination  of  the  population  of 

health  service  areas. 

122.206  Assurance  of  expenditure  of  non- 

Pederal  funds. 

122.207  Grant  payments. 

122.208  Use  of  grant  funds. 

122.209  Nondiscrimination. 

122.210  Publications  and  copyright. 

122.211  Grantee  accountability. 

122.212  Applicability  of  45  CFR  Part  74. 

122.213  Additional  conditions. 

Authority:  Sec.  215,  68  Stat.  690  (42  U.S.C. 
216);  sec.  1515  and  1516  of  the  Public  Health 
Service  Act,  88  Stat.  2239,  2241;  (41  US.C. 
3001-4,  3001-5). 

Subpart  A — Definitions 

§  122.1  Definitions. 

Any  terms  not  defined  herein  shall 
have  the  same  meaning  as  given  them  in 
Title  XV  of  the  Act. 

(a)  “Act”  means  the  Public  Health 
Service  Act,  as  amended. 

(b)  “A-95  Agency”  means  an  area¬ 
wide  planning  and  development  clear¬ 
inghouse  established  under  Title  IV  of 
the  Intergovernmental  Cooperation  Act 
of  1968. 

(c)  “Conditionally  designated  health 
systems  agency”  means  an  entity  which 
has  been  designated  as  a  health  systems 
agency  on  a  conditional  basis  pursuant 
to  section  1515(b)  (1)  of  the  Act. 


(d)  “Designation  agreement”  means 
an  agreement  entered  into  or  renewed 
pursuant  to  section  1515  of  the  Act. 

(e)  “Fully  designated  health  systems 
agency”  means  an  entity  which  has  been 
designated  as  a  health  systems  agency 
pursuant  to  section  1515(c)(1)  of  the 
Act. 

(f)  “Governing  body”  means,  in  the 
case  of  a  nonprofit  private  entity  or 
similar  legal  mechanism,  the  governing 
body  of  such  entity  or  mechanism  and, 
in  the  case  of  a  public  regional  planning 
body  or  single  unit  of  general  local  gov¬ 
ernment,  the  governing  body  for  health 
planning  of  such  body  or  single  unit  as 
required  by  section  1512(b)  (3)  of  the 
Act  which  is  responsible  for  the  health 
planning  and  development  functions  of 
such  body  or  single  unit. 

(g)  “Governor”  means  the  chief  exec¬ 
utive  officer  of  a  State  or  his  designee. 

(h)  “Grant  period”  means  the  period 
with  respect  to  which  assistance  is  pro¬ 
vided  under  Subpart  C  of  this  part. 

(i)  “Health  service  area”  means  an 
area  designated  by  the  Secretary  pursu¬ 
ant  to  section  1511  of  the  Act  as  a  health 
service  area. 

(j)  “Health  systems  agency”  or 
“agency”  means  a  conditionally  or  fully 
designated  health  systems  agency  as  de¬ 
fined  in  paragraphs  (c)  and  (e)  of  this 
section. 

(k)  “Health  resources”  includes  health 
services,  health  professions  personnel, 
and  health  facilities,  except  that  such 
term  does  not  include  Christian  Science 
sanitoriums  operated,  or  listed  and  cer¬ 
tified,  by  the  First  Church  of  Christ 
Scientist,  Boston,  Massachusetts.  For 
purposes  of  this  subpart,  “health  pro¬ 
fessions  personnel”  means  individuals 
whose  main  occupation  is  the  delivery  of 
health  services. 

(l)  “Non-metropolitan  area”  means 
an  area  no  part  of  which  is  within  an 
area  designated  as  a  standard  metropoli¬ 
tan  statistical  area  by  the  Office  of  Man¬ 
agement  and  Budget. 

(m)  “PSRO”  means  an  entity  desig¬ 
nated  as  a  Professional  Standards  Re¬ 
view  Organization  under  section  1152  of 
the  Social  Security  Act. 

(n)  “Nonprofit”,  as  applied  to  any  en¬ 
tity,  means  that  no  part  of  the  net  earn¬ 
ings  of  such  entity  inures  or  may  law¬ 
fully  inure  to  the  benefit  of  any  private 
shareholder  or  individual. 

(o)  “Provider  of  health  care”  means 
an  individual: 

(1)  Who  is  a  direct  provider  of  health 
care  (including,  but  not  limited  to,  a 
physician  (doctor  of  medicine  or  doctor 
of  osteopathy,  dentist,  nurse,  podiatrist, 
or  physician  assistant  in  that  the  individ¬ 
uals’  primary  current  activity  is  the  pro¬ 
vision  of  health  care  to  individuals  or  the 
administration  of  facilities  or  institu¬ 
tions  (including,  but  not  limited  to, 
hospitals,  long-term  care  facilities,  out¬ 
patient  facilities,  and  health  mainte¬ 
nance  organizations)  in  which  such  care 
is  provided  and,  when  required  by  State 


law,  the  individual  has  received  pro¬ 
fessional  training  in  the  provision  of 
such  care  or  in  such  administration  and 
is  licensed  or  certified  for  such  provision 
or  administration,  or 

(2)  Who  is  an  Indirect  provider  of 
health  care  in  that  the  individual: 

(i)  Holds  a  fiduciary  position  with  or 
has  a  fiduciary  interest  in,  any  entity 
described  in  paragraph  (o)  (2)  (ii)  <B)  or 
(D)  of  this  section;  (for  purposes  of  this 
paragraph,  a  “fiduciary  position  or  in¬ 
terest”  as  applied  to  any  entity  means  a 
position  or  interest  with  respect  to  such 
entity  affected  with  the  character  of  a 
trust,  including  members  of  boards  of  di¬ 
rectors  and  officers,  majority  sharehold¬ 
ers,  agents  and  attorneys) ;  or  (ii)  re¬ 
ceives  (either  directly  or  through  his 
spouse)  more  than  one- tenth  of  his  gross 
annual  income  from  any  one  or  a  com¬ 
bination  of  the  following: 

(A)  Fees  or  other  compensation  for 
research  into  or  instruction  in  the  pro¬ 
vision  of  health  care; 

(B)  Entities  or  associations  or  or¬ 
ganizations  composed  of  entities  or  in¬ 
dividuals  engaged  in  the  provision  of 
health  care  or  in  such  research  or 
instruction; 

(C)  Producing  or  supplying  drugs  or 
other  articles  for  individuals  or  entities 
for  use  in  the  provision  of  or  in  research 
into  or  instruction  in  the  provision  of 
health  care;  and 

(D)  Entities  or  associations  or  organi¬ 
zations  composed  of  entities  or  individ¬ 
uals  engaged  in  producing  drugs  or  such 
other  articles; 

(iii)  Is  a  member  of  the  immediate 
family  of  an  individual  described  in 
paragraph  (o) (1)  or  paragraph  (o) (2) 
(i),  (ii),  or  (iv)  of  this  section  (for  pur¬ 
poses  of  this  paragraph,  “immediate 
family”  as  applied  to  any  individual  in¬ 
cludes  only  his  parents,  spouse,  children, 
brothers  and  sisters  who  reside  in  the 
same  household) ;  or 

(iv)  Is  engaged  in  issuing  any  policy 
or  contract  of  individual  or  group  health 
insurance  or  hospital  or  medical  service 
benefits. 

(p)  “Jurisdiction”,  as  applied  to  any 
unit  of  general  local  government, 
means  the  geographical  area  within 
which  such  unit  exercises  general  pur¬ 
pose  political  authority. 

(q)  “Unit  of  general  local  govern¬ 
ment”  means  (1)  any  city,  municipality, 
county,  township,  town,  borough,  parish, 
village  or  other  general  purpose  sub¬ 
division  of  a  State;  (2)  a  recognized 
Indian  tribal  government;  or  (3)  an 
Alaska  Native  Village  as  defined  in  the 
Alaska  Native  Claims  Settlement  Act. 

(r)  “Secretary”  means  the  Secretary 
of  Health,  Education,  and  Welfare  and 
any  other  officer  or  employee  of  the  De¬ 
partment  of  Health,  Education,  and 
Welfare  to  whom  the  authority  in¬ 
volved  has  been  delegated. 

(s)  “State”  means  any  one  of  the 
several  8tates,  the  District  of  Colum¬ 
bia  and  the  Commonwealth  of  Puerto 
Rico. 
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(t)  “Statewide  health  coordinating 
council'*  or  “SHCC”  means  the  body 
established  pursuant  to  section  1524  of 
the  Act  to  advise  the  State  health  plan¬ 
ning  and  development  agency. 

(u)  “State  health  planning  and  de¬ 
velopment  agency’’  or  “State  Agency” 
means  an  agency  of  State  government 
selected  by  the  Governor  and  designated 
in  an  agreement  entered  into  pursuant 
to  section  1521  of  the  Act  to  carry  out 
the  State’s  health  planning  and  devel¬ 
opment  program. 

Subpart  B — Designation  of  Health  Systems 
Agencies 

§122.101  Purpose  and  scope. 

(a)  Section  1515  of  the  Public  Health 
Service  Act  authorizes  the  Secretary  to 
enter  into  agreements  with  eligible  en¬ 
tities  for  the  designation  of  such  en¬ 
tities  as  health  systems  agencies  for 
health  service  areas  established  pursu¬ 
ant  to  section  1511  of  the  Act  as  geo¬ 
graphical  regions  appropriate  for  the 
effective  planning  and  development  of 
physical  and  mental  health  services. 
Each  such  health  systems  agency  shall 
have  as  its  primary  responsibility  the 
provision  of  effective  health  planning  for 
its  health  service  area  and  the  promotion 
of  the  development  within  the  area  of 
health  services,  manpower,  and  facilities 
which  meet  identified  needs,  reduce  doc¬ 
umented  inefficiencies,  and  implement 
the  health  plans  of  the  agency. 

(b)  The  regulations  of  this  subpart 
are  applicable  to  agreements,  pursuant 
to  section  1515  of  the  Public  Health 
Service  Act,  under  which  the  Secretary 
conditionally  or  fully  designates  an  en¬ 
tity  as  a  health  systems  agency  for  a 
health  service  area. 

§  122.102  Eligibility. 

To  be  eligible  to  enter  into  an  agree¬ 
ment  under  section  1515  of  the  Act  for 
designation  as  a  health  systems  agency 
for  a  health  service  area,  an  entity  must 
be: 

(a)  A  nonprofit  private  corporation  (or 
similar  legal  mechanism  such  as  a  pub¬ 
lic  benefit  corporation)  which  is  in¬ 
corporated  in  the  State  in  which  the 
largest  part  of  the  population  of  the 
health  service  area  resides.  Such  corpo¬ 
ration  may  not  be  a  subsidiary  of,  or 
be  otherwise  controlled  by,  any  other 
private  or  public  corporation  or  other 
legal  entity.  For  purposes  of  this  subpart, 
a  corporation  or  similar  legal  mechan¬ 
ism  is  controlled  by  another  private  or 
public  corporation  or  other  legal  entity 
where  such  corporation  or  entity  is 
legally  empowered  to  exercise  authority 
over  its  performance  of  the  health  plan¬ 
ning  and  development  functions.  Such 
corporation  or  similar  legal  mechanism 
must  be  authorized  only  to  engage  In 
health  planning  and  development  func¬ 
tions  and  may  not  provide  health  services 
except  for  providing  (directly  or  in¬ 
directly)  health  care  for  its  employees. 

(b)  A  single  or  multipurpose  public 
regional  planning  body  whose  planning 
area  is  identical  to  the  health  service 


area,  and  which  (1)  has  a  governing 
board  composed  of  a  majority  of  elected 
officials  of  units  of  general  local  gov¬ 
ernment  or  (2)  was,  prior  to  January  4, 
1975,  In  existence  and  authorized  by 
State  law  to  carry  out  health  planning 
and  review  functions  such  as  those  de¬ 
scribed  in  section  1513  of  the  Act;  Pro¬ 
vided  however.  That  such  public  re¬ 
gional  planning  body  may  not  be  an 
agency  of  state  government;  or 

(c)  A  single  unit  of  general  local  gov¬ 
ernment  if  the  area  of  the  jurisdiction 
of  that  unit  is  identical  to  the  health 
service  area. 

Provided,  that  a  health  systems  agency 
may  not  be  an  educational  institution  or 
operate  such  an  institution.  For  purposes 
of  this  subpart,  (1)  an  educational  in¬ 
stitution  means  an  Institution  whose  pri¬ 
mary  purpose  is  the  provision  of  educa¬ 
tional  programs,  and  (2)  an  entity  shall 
be  deemed  to  operate  such  an  institution 
where  it  has  the  direct  responsibility  for 
administering  an  educational  institution 
or  supervising  its  administration. 

§  122.103  Application. 

An  application  under  this  subpart 
shall  be  submitted  at  such  time  and  in 
such  form  and  manner  as  the  Secretary 
may  prescribe,  and  shall  be  executed  by 
an  Individual  authorized  to  act  for  the 
applicant  and  to  assume  for  the  appli¬ 
cant  the  obligations  Imposed  by  the  Act, 
the  regulations  of  this  subpart,  and  any 
additional  terms  or  conditions  of  the 
agreement  entered  into  pursuant  to 
9  122.106  or  122.107  of  this  subpart.1 

§  122.104  Contents  of  applications. 

In  addition  to  such  other  information 
as  the  Secretary  may  require,  an  ap- 
provable  application  shall  contain : 

(a)  In  the  case  of  an  application  for 
conditional  designation  pursuant  to  sec¬ 
tion  1515(b)  of  the  Act  and  this  subpart: 

(1)  A  copy  of  the  Articles  of  Incorpo¬ 
ration  and  by-laws  of  the  applicant  (or. 
in  the  case  of  a  public  regional  planning 
body  or  single  unit  of  general  local  gov¬ 
ernment,  its  charter,  authorizing  statute, 
ordinance,  or  executive  order  and  any 
internal  rules  or  regulations  governing 
its  operations)  which  must  meet  the  re¬ 
quirements  of  9  122.104(b)  (1)  of  this 
subpart  or,  if  the  entity  is  not  incorpo¬ 
rated  (or,  in  the  case  of  a  public  regional 
planning  body  or  single  unit  of  general 
local  government,  is  not  chartered 
or  otherwise  authorized  by  statute, 
ordinance,  or  executive  order)  or  does 
not  have  by-laws  (or,  with  respect  to  a 
public  regional  planning  body  or  single 
unit  of  general  local  government,  has 
not  adopted  rules  or  regulations  govern¬ 
ing  its  operations)  at  the  time  of  appli¬ 
cation,  a  description  of  the  proposed 
articles  of  Incorporation  or  proposed 
charter,  authorizing  statute,  ordinance, 
or  executive  order  and  by-laws  or  pro¬ 
posed  rules  or  regulations  and  the  time- 


1  Applications  and  Instructions  may  be  ob¬ 
tained  at  the  Regional  Offices  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare  for 
the  region  In  which  the  applicant  Is  located. 


table  for  obtaining  such  Incorporation  or 
authorization  and  adopting  such  by-laws 
or  rules  or  regulations  governing  its  oper¬ 
ations)  prior  to  entering  into  an  agree¬ 
ment  pursuant  to  9  122.106  of  this  sub¬ 
part. 

(2)  A  description  of  the  health  care 
needs  and  resources  within  the  health 
service  area. 

(3)  A  detailed  description  of  the  func¬ 
tions  which  the  applicant  proposes  to 
carry  out  during  the  period  of  the  Con¬ 
ditional  Designation  Agreement,  the 
manner  in  which  it  proposes  to  carry 
out  such  functions,  and  a  time-phased 
plan  for  the  orderly  assumption  of  all 
the  responsibilities  and  functions  of  a 
health  systems  agency  as  set  forth  in  sec¬ 
tion  1513  of  the  Act  (hereinafter  referred 
to  as  the  “work  program”) . 

(4)  In  the  case  of  an  applicant  which 
has  decided  to  establish  subarea  advisory 
councils,  a  detailed  description  of  the 
need  for  and  proposed  use  of  such  sub- 
area  advisory  councils. 

(5)  A  detailed  description  of  the  cur¬ 
rent  and  projected  staff  to  be  employed 
by  the  applicant  during  the  period  of  the 
conditional  designation  agreement,  in¬ 
cluding  their  qualifications  (Including 
proposed  qualifications  where  positions 
are  not  filled) ,  authority,  functions, 
numbers,  assignments,  and  the  manner 
in  which  they  will  be  organized  to  carry 
out  the  agency’s  work  program. 

(6)  A  detailed  description  of  the  serv¬ 
ices  and  the  approximate  cost  of  the 
services  the  applicant  expects  to  be  pro¬ 
vided  by  contractors  and  consultants. 

(7)  A  detailed  description  of  the  fa¬ 
cilities,  equipment,  financial,  and  other 
resources  available  to  the  applicant. 

(8)  A  detailed  description  of  the  man¬ 
ner  in  which  the  residents  of  the  health 
service  area  have  been  involved  in  the 
formation  of  the  applicant  entity  and  the 
submission  of  the  application  under  this 
subpart  including  evidence  that  the  ap¬ 
plicant  has  provided  at  a  minimum  an 
opportunity  for  members  of  the  public  to 
express  their  views  on  the  qualifications, 
proposed  governing  body  composition, 
and  proposed  work  program  of  the  ap¬ 
plicant  both  in  writing  and  at  a  public 
meeting  sponsored  by  the  applicant  en¬ 
tity.  Notice  of  the  time,  place,  and  pur¬ 
pose  of  such  meeting  shall  be  given  to 
members  of  the  public  through  publica¬ 
tion  of  a  notice  in  at  least  two  news¬ 
papers  of  general  circulation  throughout 
the  health  service  area  at  least  two  weeks 
prior  to  such  meeting  and  at  least  30  days 
prior  to  the  date  of  submission  of  the 
application  to  the  Secretary;  Provided, 
That  effective  with  respect  to  entities 
submitting  applications  after  Septem¬ 
ber  30,  1976,  such  meeting  must  be  held 
at  least  30  days  prior  to  the  date  of  the 
submission  of  the  application  to  the  Sec¬ 
retary.  Such  notice  shall  also  provide 
that  a  statement  of  the  qualifications 
and  proposed  governing  body  composi¬ 
tion  of  the  applicant  and  a  copy  of  the 
proposed  work  program  will  be  available 
for  public  inspection  and  copying  at  a 
specified  address,  and  shall  Invite  writ- 
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ten  comments  thereon  by  members  of 
the  public.  A  summary  of  the  comments 
made  at  the  public  meeting  and  copies 
of  any  written  comments  of  members  of 
the  public  shall  be  appended  to  the 
application. 

(9)  In  the  case  of  a  nonprofit  private 
applicant,  a  detailed  description  of  the 
manner  in  which  local  public  officials, 
including  representatives  of  units  of  gen¬ 
eral  local  government  or  groups  of  such 
units,  have  been  involved  in  the  forma¬ 
tion  of  the  applicant  entity  and  the  sub¬ 
mission  of  the  application.  Copies  of  any 
written  comments  of  such  officials  shall 
be  appended  to  the  application. 

(10)  A  list  of  the  proposed  members 
of  the  applicant’s  governing  body  and 
executive  committee,  if  any,  including 
their  names,  occupations,  affiliations,  the 
basis  for  their  membership  on  the  gov¬ 
erning  body  in  light  of  the  requirements 
of  section  1512(b)  (3)  (C)  of  the  Act  and 
S  122.109  of  this  subpart,  and  the  method 
utilized  in  selecting  such  members. 

(11)  In  the  case  of  an  applicant  en¬ 
tity  which  is  a  public  regional  planning 
body  or  single  unit  of  general  local  gov¬ 
ernment,  a  detailed  description  of  the 
manner  in  which  its  governing  body  will 
operate,  consistent  with  §  122.109  of  this 
subpart,  in  carrying  out  the  responsibili¬ 
ties  and  functions  of  a  health  systems 
agency  as  set  forth  in  section  1513  of  the 
Act  and  this  subpart. 

(12)  Assurances  satisfactory  to  the 
Secretary  that  upon  completion  of  the 
period  of  conditional  designation  the  ap¬ 
plicant  will  meet  all  the  requirements  of 
section  1512(b)  of  the  Act  and  be  quali¬ 
fied  to  perform  all  of  the  functions  pre¬ 
scribed  by  section  1513  of  the  Act. 

(b)  in  the  case  of  an  application  for 
full  designation  pursuant  to  section  1515 
(c)  of  the  Act  and  this  subpart: 

(1)  A  copy  of  the  Articles  of  Incor¬ 
poration  and  by-laws  (or,  in  the  case  of  a 
public  regional  planning  body  or  single 
unit  of  general  local  government,  its 
charter,  authorizing  statute,  ordinance, 
or  executive  order,  and  any  internal  rules 
or  regulations  which  govern  its  oper¬ 
ations)  of  the  applicant,  which  must 
provide: 

(i)  That  the  applicant  has  the  author¬ 
ity  to  carry  out  all  the  responsibilities 
and  functions  of  a  health  systems  agency 
as  provided  in  section  1513  of  the  Act  and 
this  subpart: 

(ii)  That  in  the  case  of  a  private  en¬ 
tity,  it  1s  nonprofit: 

(iii)  The  manner  in  which  governing 
body  members  will  be  selected  and  re¬ 
placed,  including  provision  for: 

(A)  Removal  of  governing  body  mem¬ 
bers  for  good  cause  only;  (B)  replace¬ 
ment  of  members  in  the  event  of  resig¬ 
nation,  death,  or  removal;  (C)  length  of 
terms  of  members,  which  may  not  exceed 
three  years;  and  (D)  limitations  on  the 
number  of  consecutive  years  for  which 
any  member  of  the  governing  body  may 
serve,  which  may  not  exceed  six  years; 

(iv)  The  manner  in  which  the  govern¬ 
ing  body  will  carry  out  its  responsibili¬ 
ties,  including  provisions  for  voting  and 
quorums; 


(v)  The  manner  in  which  the  execu¬ 
tive  committee  and  subcommittees  or  ad¬ 
visory  groups,  if  any,  will  be  selected  con¬ 
sistent  with  section  1512(b)(3)  of  the 
Act,  their  responsibilities,  and  the  man¬ 
ner  in  which  they  will  carry  out  those 
responsibilities ; 

(vi)  The  manner  in  which  subarea  ad¬ 
visory  councils,  if  any,  will  be  established, 
their  members  nominated,  a  description 
of  their  functions,  and  the  manner  in 
which  they  will  carry  out  those  func¬ 
tions; 

(vii)  The  manner  in  which  health  sys¬ 
tems  agency  representatives  to  the  State¬ 
wide  Health  Coordinating  Council  will 
be  nominated; 

(viii)  The  manner  in  which  the  public 
will  be  given  adequate  notice  of  business 
meetings  of  the  agency,  which  at  a  mini¬ 
mum  must  provide  for  periodic  publi¬ 
cation  in  two  newspapers  of  general  cir¬ 
culation  throughout  the  health  service 
area  of  a  schedule  of  the  regular  meet¬ 
ings  of  the  agency  and  the  address  where 
specific  agenda  information  may  be  ob¬ 
tained  in  advance  of  such  meetings;  and 

(ix)  Requirements  relating  to  conflicts 
of  interest  which  shall  be  designed  to 
preclude  the  use  of  membership  on  the 
governing  body,  the  executive  committee, 
if  any,  or  any  other  subcommittee  or  ad¬ 
visory  group  (including  subarea  advisory 
councils)  for  purposes  which  are,  or  give 
the  appearance  of  being,  motivated  by 
private  gain  on  the  part  of  any  in¬ 
dividual. 

(2)  A  detailed  description  of  the  man¬ 
ner  in  which  the  applicant  has  met  its 
responsibilities  during  any  prior  period 
of  designation  under  section  1515(b)(1) 
or  1515(c)  (1)  of  the  Act. 

(3)  A  detailed  description  of  the  cur¬ 
rent  and  projected  staff  to  be  employed 
by  the  applicant  during  the  period  of  the 
designation  agreement,  including  their 
qualifications  (including  proposed  qual¬ 
ifications  where  positions  are  not  filled) , 
authority,  functions,  numbers,  assign¬ 
ments,  and  the  manner  in  which  they  will 
be  organized  to  carry  out  the  functions 
of  the  agency. 

(4)  A  detailed  description  of  the  serv¬ 
ices  and  the  approximate  costs  of  the 
services  the  applicant  expects  to  be  pro¬ 
vided  by  contractors  and  consultants. 

(5)  A  list  of  the  members  of  the  ap¬ 
plicant’s  governing  body  and  executive 
committee,  if  any,  including  their  names, 
occupations,  affiliations,  the  basis  for 
their  membership  on  the  governing  body 
in  light  of  the  requirements  of  section 
1512(b)(3)(C)  of  the  Act  and  §  122.109 
of  this  subpart,  and  the  method  utilized 
in  selecting  such  members. 

(6)  A  detailed  description  of  the  fa¬ 
cilities,  equipment,  financial,  and  other 
resources  available  to  the  applicant. 

(7)  A  detailed  description  of  the  man¬ 
ner  in  which  the  community  has  been 
involved  in  the  submission  of  the  ap¬ 
plication  under  this  subpart,  including 
evidence  that  the  applicant  has  provided 
at  a  minimum  an  opportunity  for  mem¬ 
bers  of  the  public  to  express  their  views 
on  the  qualifications,  proposed  govern¬ 
ing  body  composition,  and  proposed  ap¬ 


plication  of  the  applicant  both  in  writing 
and  at  a  public  meeting  sponsored  by  the 
applicant  entity.  Notice  of  the  time,  place 
and  purpose  of  such  meeting  shall  be 
given  to  members  of  the  public  through 
publication  of  a  notice  in  at  least  two 
newspapers  of  general  circulation 
throughout  the  health  service  area  at 
least  two  weeks  prior  to  such  meeting. 
Such  meeting  must  be  held  at  least  30 
days  prior  to  the  submission  of  the  ap¬ 
plication  to  the  Secretary.  Such  notice 
shall  also  provide  that  a  statement  of 
the  qualifications  and  proposed  govern¬ 
ing  body  composition  of  the  applicant 
and  a  copy  of  the  proposed  application 
will  be  available  for  public  inspection  and 
copying  at  a  specified  address,  and  shall 
invite  written  comments  thereon  by 
members  of  the  public.  A  summary  of  the 
comments  made  at  the  public  meeting 
and  copies  of  any  written  comments 
shall  be  appended  to  the  application. 

(8 »  In  the  case  of  private  nonprofit 
applicant  entities,  a  detailed  description 
of  the  manner  in  which  local  public 
officials,  including  representatives  of 
units  of  general  local  government  or 
groups  of  such  units,  have  been  involved 
in  the  submission  of  the  application. 
Copies  of  any  written  comments  of  such 
officials  shall  be  appended  to  the  appli¬ 
cation. 

(9)  A  projected  work  program  setting 
forth  the  manner  in  which  the  applicant 
proposes  to  carry  out  the  responsibilities 
and  functions  of  a  health  ssytems  agency 
as  set  forth  in  section  1513  of  the  Act  and 
this  subpart. 

(10)  In  the  case  of  an  applicant  entity 
which  is  a  public  regional  planning  body 
or  single  unit  of  general  local  goverment, 
a  detailed  description  of  the  manner  in 
which  its  governing  body  will  operate, 
consistent  with  5  122.109  of  this  subpart, 
in  carrying  out  the  responsibilities  and 
functions  of  a  health  systems  agency  as 
set  forth  in  section  1513  of  the  Act  and 
this  subpart. 

(11)  Assurances  satisfactory  to  the 
Secretary  that  the  applicant  meets  and 
will  continue  to  meet  the  requirements  of 
section  1512(b)  of  the  Act  and  is  qualified 
to  perform  or  is  performing  the  functions 
prescribed  by  section  1513  of  the  Act  and 
this  subpart. 

§  122.105  Selection  of  agencies. 

(a)  Conditionally  designated  agencies. 

(1)  The  Secretary,  after  consultation 
with  and  consideration  of  the  recom¬ 
mendations  of  the  appropriate  Governor 
in  accordance  with  paragraph  (a)  (2)  of 
this  section,  may  enter  into  a  Conditional 
Designation  Agreement  with  an  entity 
whose  designation  will,  in  his  judgment, 
best  promote  the  purposes  of  section  1513 
of  the  Act  and  this  subpart,  taking  into 
consideration  among  other  pertinent 
factors: 

(i)  The  adequacy  of  the  proposed 
work  program  for  orderly,  agency  devel¬ 
opment  to  meet  the  requirements  for  full 
designation  after  the  period  of  condi¬ 
tional  designation. 
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(II)  The  reasonableness  of  the  pro¬ 
posed  work  program  in  light  of  the  fi¬ 
nancial  resources  to  be  available  to  the 
applicant, 

(III)  The  adequacy  of  the  governing 
body  selection  procedures  In  assuring 
that  all  affected  groups  In  the  health 
service  area  had  reasonable  opportunity 
to  be  represented  on  the  governing  body; 

(iv)  The  extent  and  type  of  involve¬ 
ment  of  health  service  area  residents  In 
development  of  the  application  for  des¬ 
ignation  specifically  evidence  that  the 
public  meeting  required  by  9  122.104(a) 
(8)  of  this  subpart  was  widely  publicized 
and  that  comments  made  were  taken 
Into  consideration  by  the  applicant; 

(v)  The  extent  of  the  knowledge  with¬ 
in  the  applicant  organization  of  the 
needs  and  resources  within  the  health 
service  area, 

<vi)  The  adequacy  of  plans  for  devel¬ 
oping  working  relationships  with  appro¬ 
priate  A-95  agencies,  PSRO’s,  State 
Agencies  and  Statewide  Health  Coordi¬ 
nating  Councils;  with  health  systems 
agencies  which  are  designated  for  health 
service  areas  within  the  same  standard 
metropolitan  statistical  area  (as  deter¬ 
mined  by  the  Office  of  Management  and 
Budget)  as  the  health  service  area  for 
which  the  applicant  Is  seeking  designa¬ 
tion;  and  with  other  planning  bodies,  and 

(vii)  The  extent  to  which  the  appli¬ 
cation  provides  for  the  consideration  of 
special  or  unique  circumstances  which 
affect  the  application  of  criteria  (1) 
through  (vl)  within  a  State. 

Provided,  That  in  considering  applica¬ 
tions  the  Secretary  shall  give  priority  to 
an  application  which  has  been  recom¬ 
mended  for  approval  by  each  entity 
which  has  received  a  grant  under  section 
314(b)  of  the  Act  to  develop  a  plan  for 
all  or  part  of  the  health  service  area  with 
respect  to  which  the  application  was  sub¬ 
mitted,  and  by  each  regional  medical 
program  established  In  such  area  under 
Title  IX  of  the  Act. 

(2)  Prior  to  entering  into  a  Conditional 
Designation  Agreement  with  an  entity 
with  respect  to  a  particular  health  serv¬ 
ice  area,  the  Secretary  will  provide  the 
Governor  of  each  State  in  which  such 
health  service  area  is  located  30  days  In 
which  to  review  and  make  recommenda¬ 
tions  concerning  such  applications  for 
conditional  designation.  Where  the  Sec¬ 
retary  does  not  accept  such  recommen¬ 
dations,  he  will  provide  the  Governor 
with  a  detailed  statement  of  the  reasons 
for  the  decision.  Further,  the  Secretary 
will  consult  with  such  other  State  and 
local  officials  as  he  may  deem  appro¬ 
priate,  and  with  the  SHCC,  If  any,  desig¬ 
nated  for  each  State  in  which  the 
agency’s  health  service  area  is  located, 
with  respect  to  such  designation. 

(b)  Fully  designated  agencies. 

(1)  The  Secretary,  after  consultation 
with  and  consideration  of  the  recom¬ 
mendation  of  the  appropriate  Governor 
in  accordance  with  paragraph  (b)  (2)  of 
this  section,  and  after  conducting  a  re¬ 
view  of  the  agency’s  performance  during 
the  period  of  conditional  designation 


may  enter  Into  a  Full  Designation  Agree¬ 
ment  with  an  entity  whose  performance 
during  such  period  of  conditional  desig¬ 
nation  which  may  not  be  less  than 
(me  year  and  Its  application  for  full  des¬ 
ignation  demonstrate  to  the  satisfaction 
of  the  Secretary  that  It  Is  capable  of  ful¬ 
filling,  in  a  satisfactory  manner,  the  re¬ 
quirements  and  functions  of  a  health 
systems  agency  as  provided  In  sections 
1512  and  1513  of  the  Act  and  this  sub¬ 
part;  Provided,  That  the  Secretary  will 
not  enter  Into  a  Full  Designation  Agree¬ 
ment  with  an  entity  unless  such  entity 
has  established  a  health  systems  plan 
and  annual  Implementation  plan  in  ac¬ 
cordance  with  section  1513(b)(2)  and 
(3)  of  the  Act.  In  considering  ap¬ 
plications  the  Secretary  will  give  priority 
to  an  application  which  has  been  rec¬ 
ommended  for  designation  by  each  en¬ 
tity  which  has  received  a  grant  under 
section  314(b)  of  the  Act  to  develop  a 
plan  for  all  or  part  of  the  health  service 
area  with  respect  to  which  the  applica¬ 
tion  was  submitted,  and  by  each  regional 
medical  program  established  in  such  area 
under  Title  IX  of  the  Act. 

(2)  Prior  to  entering  into  a  Full  Des¬ 
ignation  Agreement  with  an  entity  with 
respect  to  a  particular  health  service 
area,  the  Secretary  will  provide  the  Gov¬ 
ernor  of  each  State  In  which  such  health 
service  area  Is  located  30  days  in  which 
to  review  and  make  recommendations  to 
the  Secretary  concerning  such  applica¬ 
tion  for  full  designation.  Where  the  Sec¬ 
retary  does  not  accept  such  recommen¬ 
dations  he  will  provide  the  Governor 
with  a  detailed  statement  of  the  reasons 
for  the  decision.  Further,  the  Secretary 
will  consult  with  such  other  State  and 
local  officials  as  he  may  deem  appro¬ 
priate  and  with  the  SHCC,  if  any,  desig¬ 
nated  for  each  State  in  which  the 
agency’s  health  service  area  is  located, 
with  respect  to  such  designation. 

§  122.106  Conditional  designation  agree¬ 
ments. 

In  accordance  with  {  122.105(a)  of  this 
subpart,  the  Secretary  may  enter  into 
an  agreement  (hereinafter  referred  to  as 
the  Conditional  Designation  Agreement) 
with  an  entity  under  which  the  entity 
will  be  designated  as  a  health  systems 
agency  on  a  conditional  basis  with  a  view 
toward  determining  the  entity’s  ability 
at  the  end  of  the  period  of  its  conditional 
designation  to  meet  the  requirements 
and  perform  the  functions  of  a  fully 
designated  health  systems  agency  under 
the  Act  and  this  subpart.  Such  agree¬ 
ment  shall  provide  that: 

(a)  The  entity  is  designated  as  the 
conditionally  designated  health  systems 
agency  for  a  health  service  area  for  a 
term  not  to  exceed  12  months,  beginning 
on  a  date  specified  in  the  agreement. 

(b)  During  the  period  of  conditional 
designation,  the  Secretary  shall  require 
the  agency  to  meet  only  such  require¬ 
ments  of  section  1512(b)  of  the  Act  and 
perform  only  such  of  the  functions  pre¬ 
scribed  by  section  1513  of  the  Act  and 
this  subpart  as  he  determines  such 


agency  to  be  capable  of  meeting  and  per¬ 
forming,  and  the  agency  shall  perform 
only  those  functions  under  the  agree¬ 
ment  which  the  Secretary,  in  writing, 
directs  it  to  perform:  Provided,  That  the 
agency  must  perform  at  least  the  func¬ 
tions  described  in  9  122.107(c)  (1),  (2), 

(3),  (4),  (5),  (10),  (11),  (12),  (13)  and 
(14),  of  this  subpart;  Provided  further, 
(1)  That  where  an  agency  has  been 
unable  to  enter  into  any  agreement 
described  in  9  122.107  (c)(10),  (11)  and 
(12)  within  six  months  from  the  effective 
date  of  the  Conditional  Designation 
Agreement,  it  shall  submit  at  such  time 
a  statement  indicating  the  efforts  that 
have  been  made  to  secure  such  agree¬ 
ment,  the  reason  why  such  agreement 
has  not  been  entered  into  and  the  future 
actions  that  the  agency  proposes  to  take 
in  order  to  secure  such  agreement.  Eacn 
such  agreement  shall  be  designed  to  take 
into  account  the  progressive  assumption 
of  additional  functions  by  the  agency; 
and 

(2)  That  the  agency  must  adopt  within 
three  months  of  the  effective  date  of  the 
Conditional  Designation  Agreement  pro¬ 
cedures  and  criteria  required  to  be  uti¬ 
lized  pursuant  to  section  1532  of  the 
Act  for  the  review  of  new  institutional 
health  services  and  other  reviews  of  pro¬ 
posed  health  services. 

(c)  During  the  period  of  conditional 
designation  the  numbers  and  types  of 
requirements  and  functions  may,  in  ac¬ 
cordance  with  paragraph  (b)  of  this 
section,  be  progressively  Increased  as  the 
agency,  in  the  judgment  of  the  Secre¬ 
tary,  becomes  capable  of  added  respon¬ 
sibility;  Provided,  That  (1)  an  agency 
may  not  perform  the  functions  described 
in  9  122.107(c)  (15)  or  (17),  during  the 
first  year  of  conditional  designation,  and 
may  not  in  any  event  perform  the  func¬ 
tions  described  in  1  122.107(c)  (15)  and 
(17)  until  such  agency  has  established 
a  health  systems  plan  and  annual  imple¬ 
mentation  plan  in  accordance  with  sec¬ 
tion  1513(b)  (2)  and  (3)  of  the  Act  and 
the  Secretary  has  in  writing  authorized 
the  agency  to  perform  such  functions ; 
and  (2)  an  agency  may  not  perform  the 
function  described  in  9  122.107(c)  (9) 
during  any  period  of  conditional  desig¬ 
nation. 

(d)  The  agency  shall,  during  the  en¬ 
tire  period  of  the  Conditional  Designa¬ 
tion  Agreement,  maintain  a  governing 
body  which  meets  the  requirements  of 
section  1512(b)  (3)  of  the  Act  and  9  122.- 
109  of  this  subpart. 

(e)  The  agency  shall  promptly  notify 
the  Secretary  and  the  State  Agency  for 
each  State  in  which  the  agency’s  health 
service  area  is  located  of  changes  in  its 
legal  status,  organization,  or  executive 
director  which  occur  during  the  period  of 
the  Conditional  Designation  Agreement. 

(f )  The  agency  shall  agree  to  meet  the 
requirements  of  the  Act,  this  subpart, 
and  any  additional  conditions  set  forth 
in  the  Conditional  Designation  Agree¬ 
ment. 
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§  122.107  Full  designation  agreements. 

In  accordance  with  §  122.105(b)  of  this 
subpart,  the  Secretary  may  enter  into 
an  agreement  (hereinafter  referred  to 
as  the  Full  Designation  Agreement)  with 
an  entity  under  which  the  entity  agrees 
to  perform  all  the  functions  of  a  health 
systems  agency  under  the  Act  and  this 
subpart.  Such  Full  Designation  Agree¬ 
ment  shall  provide  that: 

(a)  The  entity  is  designated  by  the 
Secretary  as  a  health  systems  agency  for 
a  health  service  area  for  a  term  not  to 
exceed  12  months,  beginning  on  a  date 
specified  in  the  agreement. 

(b)  The  agency  shall  continue  to  meet 
the  requirements  of  section  1515(b)(1) 
of  the  Act  with  respect  to  legal  structure. 

(c)  The  agency  shall  perform  the  fol¬ 
lowing  functions: 

(1)  The  agency  shall  assemble  and 
analyze  data  concerning:  (1)  The  status 
(and  its  determinants)  of  the  health  of 
the  residents  of  the  area;  (ti)  the  status 
of  the  health  care  delivery  system  in  the 
area  and  the  use  of  that  system  by  the 
residents  of  the  area,  including  patterns 
of  health  expenditure  and  health  financ¬ 
ing;  (iii)  the  effect  the  area’s  health  care 
delivery  system  has  on  the  health  of  the 
residents  of  the  area;  (iv)  the  number, 
type  and  location  of  the  area’s  health 
services,  manpower,  and  facilities;  (v) 
the  patterns  of  utilization  of  the  area’s 
health  resources;  and  (vi)  the  en¬ 
vironmental  and  occupational  exposure 
factors  affecting  immediate  and  long¬ 
term  health  conditions.  In  carrying 
out  its  responsibility  to  assemble  such 
data,  the  agency  shall  coordinate  its 
activities  with  the  cooperative  Sys¬ 
tran  provided  for  under  section  306(e) 
of  the  Act.  The  agency  shall  not  under¬ 
take  the  collection  of  data  where  ade¬ 
quate  data  is  already  collected  by  other 
entities  including  those  in  the  coopera¬ 
tive  system  provided  for  under  section 
306(e)  of  the  Act.  Where  the  agency 
wishes  to  undertake  the  design,  devel¬ 
opment  and  operation  of  a  new  data  sys¬ 
tem,  whether  directly  or  by  the  use  of 
contractors  or  consultants,  it  must  obtain 
the  prior  approval  of  the  Secretary.  The 
Secretary  will  consult  with  the  SHCC, 
if  any,  for  each  State  in  which  the 
agency’s  health  service  area  is  located 
concerning  such  requests  for  approval. 

(2)  The  agency  shall,  after  appropri¬ 
ate  consideration  of  the  recommended 
national  guidelines  for  health  planning 
policy  issued  by  the  Secretary  under  sec¬ 
tion  1501  of  the  Act,  the  recommenda¬ 
tions  of  the  State  Agency  designated  for 
each  State  in  which  the  agency’s  health 
service  area  is  located  concerning  meas¬ 
ures  to  meet  Statewide  health  needs,  pri¬ 
orities  set  forth  in  section  1502  of  the 
Act,  and  the  data  developed  pursuant  to 
paragraph  (1),  and  in  accordance  with 
regulations  of  the  Secretary,,  establish, 
annually  review,  and  amend  as  necessary 
a  health  systems  plan  (hereinafter  refer¬ 
red  to  as  the  “HSP”)  which  shall  be  a 
detailed  statement  of  goals  (i)  describing 
a  healthful  environment  and  health  sys¬ 
tems  in  the  area  which,  when  developed, 


will  assure  that  quality  health  services 
will  be  available  and  accessible  in  a  man¬ 
ner  which  assures  continuity  of  care,  at 
reasonable  cost,  for  all  residents  of  the 
area;  (ii)  which  are  responsive  to  the 
unique  needs  and  resources  of  the  area; 
and  (iii)  which  take  into  account  and  are 
consistent  with  the  national  guidelines 
for  health  planning  policy  issued  by  the 
Secretary  under  secton  1501  of  the  Act 
respecting  supply,  distribution,  and 
organization  of  health  resources  and 
services.  Before  establishing  an  HSP,  the 
agency  shall  conduct  a  public  hearing  on 
the  proposed  HSP  and  shall  give  inter¬ 
ested  persons  an  opportunity  to  submit 
their  views  orally  and  in  writing.  Not  less 
than  30  days  prior  to  such  hearing,  the 
agency  shall  publish  in  at  least  two  news¬ 
papers  of  general  circulation  through¬ 
out  its  health  service  area  a  notice  of  Its 
consideration  of  the  proposed  HSP,  the 
time  and  place  of  the  hearing,  the  place 
at  which  interested  persons  may  consult 
the  HSP  in  advance  of  the  hearing  and 
the  place  and  period  during  which  to  sub¬ 
mit  written  comments  to  the  agency 
concerning  the  HSP.  After  the  HSP  has 
been  established,  the  agency  shall  dis¬ 
tribute  copies  of  the  HSP  to  all  public 
libraries  in  the  health  service  area  and 
shall  publish  in  accordance  with  the  re¬ 
quirements  of  this  paragraph  a  notice 
stating  that  the  HSP  has  been  adopted 
and  that  the  HSP  is  available  at  specified 
addresses  for  inspection  and  copying  by 
interested  persons. 

(3)  The  agency  shall,  in  accordance 
with  regulations  of  the  Secretary,  estab¬ 
lish,  annually  review,  and  amend  as 
necessary  an  annual  implementation 
plan  (hereinafter  referred  to  as  the 
“AIP”)  which  describes  objectives  which 
will  achieve  the  goals  of  the  HSP  and 
priorities  among  the  objectives.  In  estab¬ 
lishing  the  AIP,  the  agency  shall  give 
priority  to  those  objectives  which  will 
maximally  improve  the  health  of  the 
residents  of  the  area,  as  determined  on 
the  basis  of  the  relation  of  the  cost  of 
attaining  such  objectives  to  their  bene¬ 
fits,  and  which  are  fitted  to  the  special 
needs  of  the  area.  After  the  AIP  has  been 
established  the  agency  shall  distribute 
copies  of  the  AIP  to  all  public  libraries 
in  the  health  service  area  and  publish  in 
at  least  two  newspapers  of  general  cir¬ 
culation  throughout  Its  health  service 
area  a  notice  stating  that  an  AIP  has 
been  adopted  and  that  the  AIP  is  avail¬ 
able  at  specified  addresses  for  inspection 
and  copying  by  interested  persons. 

(4)  The  agency  shall  annually  provide 
copies  of  the  agency’s  HSP  to  the  State 
Agency  and  Statewide  Health  Coordi¬ 
nating  Council  designated  for  each  State 
in  which  the  agency’s  health  service  area 
is  located  in  accordance  with  their  re¬ 
quirements,  for  integration  into  the  State 
health  plan  pursuant  to  sections  1523(a) 
(2)  and  1524(c)  (2)  (A)  of  the  Act.  As  re¬ 
quired  by  the  SHCC,  the  agency  shall  re¬ 
vise  its  HSP  to  achieve  appropriate  co¬ 
ordination  with  the  HSPs  of  other  health 
systems  agencies  which  participate  in  the 
SHCC  or  to  deal  more  effectively  with 
statewide  health  needs. 


(5)  The  agency  shall  provide  to  the 
Statewide  Health  Coordinating  Council 
and  the  State  Agency  for  each  State  in 
which  the  agency’s  health  service  area  is 
located  copies  of  the  agency’s  AIP. 

(6)  The  agency  shall  develop  and  pub¬ 
lish  specific  plans  and  projects  for 
achieving  the  objectives  established  in 
the  AIP  which  shall  include  specific  strat¬ 
egies  for  the  development  and  imple¬ 
mentation  of  programs  and  the  priority 
assigned  to  the  plans  and  projects  de¬ 
veloped. 

(7)  The  agency  shall  seek,  to  the  ex¬ 
tent  practicable,  to  implement  its  HSP 
and  AIP  with  the  assistance  of  indi¬ 
viduals  and  public  and  private  entities 
in  its  health  service  area. 

(8)  The  agency  may  provide,  in  ac¬ 
cordance  with  the  priorities  established 
in  the  AIP,  technical  assistance  to  in¬ 
dividuals  and  public  and  private  entities 
for  the  development  of  projects  and  pro¬ 
grams  which  the  agency  determines  are 
necessary  to  achieve  the  health  systems 
described  in  the  HSP,  including  assist¬ 
ance  in  meeting  the  requirements  of  the 
agency  with  respect  to  reviews  of  pro¬ 
posed  health  systems  changes  in  accord¬ 
ance  with  section  1532  of  the  Act  and 
applicable  regulations  of  the  Secretary. 

(9)  The  agency  shall,  In  accordance 
with  the  priorities  established  in  the 
AIP.  make  grants  to  public  and  nonprofit 
private  entities  and  enter  into  contracts 
with  individuals  and  public  and  private 
nonprofit  entities  to  assist  them  in  plan¬ 
ning  and  developing  projects  and  pro¬ 
grams  which  the  agency  determines  are 
necessary  for  the  achievement  of  the 
health  systems  described  In  the  HSP. 
Such  grants  and  contracts  shall  be  made 
from  the  Area  Health  Services  Develop¬ 
ment  Fund  of  the  agency  established 
with  funds  provided  under  grants  made 
under  section  1640  of  the  Act  and  in 
accordance  with  such  regulations  as  the 
Secretary  may  prescribe. 

(10)  The  agency  shall  coordinate  its 
activities  and  seek  to  enter  Into  a  writ¬ 
ten  agreement  with  each  PSRO  whose 
PSRO  area  is  in  whole  or  in  part  in  the 
agency’s  health  service  area,  for  the  pur¬ 
pose  of  achieving  coordination  of  their 
respective  activities  and  which  shall  con¬ 
tain  at  a  minimum,  the  following: 

(i)  Provision  for  sharing  of  data  and 
Information,  such  as  statistics  on  pat¬ 
terns  of  utilization  and  quality  of  care, 
subject  to  the  requirements  of  section 
1166  of  the  Social  Security  Act; 

(11)  Provision  for  review  and  comment 
by  the  PSRO  on  the  HSP,  AIP,  and  the 
criteria  adopted  by  the  agency  pursuant 
to  section  1532  of  the  Act,  especially  with 
respect  to  quality  of  care,  utilization  of 
services  and  facilities,  and  need  for  new 
resources; 

(iii)  Provision  for  technical  assistance 
to  be  made  available  by  the  agency  to 
the  PSRO  and  by  the  PSRO  to  the 
agency  especially  with  respect  to  the 
development  of  the  HSP,  AIP,  and  the 
criteria  adopted  by  the  agency  pursuant 
to  section  1532  of  the  Act;  and 
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(Iv)  Provision  to  assure  that  actions 
Ftaken  by  the  PSRO  which  alter  the 
area's  health  system  will  be  taken  in  a 
manner  which  is  consistent  with  the 
HSP  and  the  A  IP  in  effect  for  the  area. 
Such  agreements  shall  be  reviewed  pe¬ 
riodically  and  revised  as  necessary. 

(11)  The  agency  shall  coordinate  its 
activities  and  seek  to  enter  into  a  writ¬ 
ten  agreement  with  each  A-95  Agency 
whose  area  of  responsibility  is  in  whole 
or  in  part  in  the  agency’s  health  service 
area,  for  the  purpose  of  achieving  coordi¬ 
nation  of  their  respective  activities  and 
which  shall,  at  a  minimum,  contain  the 
following : 

(i)  Provision  for  organizational  and 
procedural  arrangements  for  coordina¬ 
tion  of  plan  development; 

(ii)  Provision  for  formal  arrange¬ 
ments  for  review  of  health  and  health- 
related  matters  subject  to  review  to  as¬ 
sure  concurrent  and  complementary 
actions; 

(iii)  Provision  for  technical  assistance 
to  be  made  available  by  the  agency  to 
the  A-95  Agency  and  by  the  A-95  Agency 
to  the  agency; 

(lv)  Provision  to  assure  that  actions 
taken  by  the  A-95  agency  which  alter  the 
area’s  health  system  will  be  taken  in  a 
manner  which  is  consistent  with  the  HSP 
and  the  AIP  in  effect  for  the  area;  and 
that  actions  taken  by  the  agency  take 
into  consideration  the  general  plans  of 
the  A-95  Agency;  and 

(v)  Provision  for  sharing  of  data  and 
Information  needed  for  planning  activi¬ 
ties. 

Such  agreements  shall  be  reviewed  pe¬ 
riodically  and  revised  as  necessary. 

(12)  Where  an  agency  is  designated 
for  a  health  service  area  which  contains 
only  a  portion  of  a  standard  metropoli¬ 
tan  statistical  area  (as  determined  by 
the  Office  of  Management  and  Budget) , 
the  agency  shall  cordinate  its  activities 
and  seek  to  enter  into  a  written  agree¬ 
ment  with  the  other  entity  or  entities 
which  have  been  designated  as  the  health 
systems  agency  or  agencies  for  the  re¬ 
maining  portions  of  the  standard  metro¬ 
politan  statistical  area,  for  the  purpose  of 
achieving  coordination  of  their  respec¬ 
tive  activities.  The  agreement  shall  con¬ 
tain  at  a  minimum  the  following; 

(i)  Provision  for  review  and  comment 
on  the  HSP,  AIP,  and  plans  for  the  use 
of  the  Area  Health  Services  Development 
Fund,  when  available,  by  each  such 
health  systems  agency; 

(ii)  Provision  for  organization  and 
procedural  arrangements  that  will  result 
in  joint  review  of  projects  and  policies 
and  exchange  of  information  on  activi¬ 
ties  that  have  implications  throughout 
the  standard  metropolitan  statistical 
area. 

(iii)  Provision  for  sharing  of  data  and 
information  needed  for  planning  activi¬ 
ties.  Such  agreements  shall  be  reviewed 
periodically  and  revised  as  necessary. 

(13)  The  agency  shall  coordinate  its 
activities  with  (i)  entities  referred  to  in 
paragraphs  (1)  and  (2)  of  section  204 
(a)  of  the  Demonstration  Cities  and 
Metropolitan  Development  Act  of  1966, 


(11)  regional  and  local  entities  the  views 
of  which  are  required  to  be  considered 
under  regulations  prescribed  under  sec¬ 
tion  403  of  the  Intergovernmental  Co¬ 
operation  Act  of  1968  to  carry  out  sec¬ 
tion  401(b)  of  such  Act,  (ill)  other 
appropriate  general  or  special  purpose 
regional  planning  or  administrative 
agencies,  and  (iv)  any  other  appropriate 
entity  in  the  agency’s  health  service  area. 
Where  appropriate,  the  agency  shall 
secure  data  for  use  in  the  agency’s  plan¬ 
ning  and  development  activities  from 
such  entities,  provide  technical  assist¬ 
ance  to  such  entities,  and  enter  into 
agreements  with  such  entities  which  will 
assure  that  actions  taken  by  such  enti¬ 
ties  which  alter  the  area’s  health  system 
will  be  taken  in  a  manner  which  is  con¬ 
sistent  with  the  area’s  HSP  and  AIP. 

(14)  To  assist  State  Agencies  in  carry¬ 
ing  out  their  functions  under  paragraphs 
(4)  and  (5)  of  section  1523(a)  of  the 
Act,  the  agency  shall  review,  in  accord¬ 
ance  with  the  procedures  and  criteria 
established  pursuant  to  section  1532  of 
the  Act  and  applicable  regulations  of  the 
Secretary,  the  need  for  new  Institutional 
health  services  (as  defined  for  purposes 
of  section  1523(a)(4)  and  (5)  of  the 
Act)  proposed  to  be  offered  or  de¬ 
veloped  in  the  heatlh  service  area  of 
such  agency,  and  make  recommenda¬ 
tions  to  the  appropriate  State  Agency 
respecting  such  services,  in  accordance 
with  procedural  requirements  developed 
by  the  State  Agency  and  pursuant  to 
section  1122  of  the  Social  Security  Act. 

(15)  The  agency  shall  review  on  a 
periodic  basis  (but  at  least  every  five 
years)  in  accordance  with  procedures 
and  criteria  established  pursuant  to  sec¬ 
tion  1532  of  the  Act  and  applicable  regu¬ 
lations  of  the  Secretary,  all  institutional 
health  services  offered  in  the  health  serv¬ 
ice  area  of  the  agency  and  shall  make 
recommendations  to  the  State  Agency 
for  each  State  in  which  the  agency’s 
health  service  area  is  located  respecting 
the  appropriateness  in  the  area  of  such 
services,  in  accordance  with  procedural 
requirements  developed  by  the  State 
Agencies;  Provided,  That  the  agency 
shall  develop  and  implement  a  plan  for 
such  reviews  which  will  result  in  its 
initial  review  of  existing  institutional 
health  services  being  completed  within 
three  years  after  the  effective  date  of  its 
initial  Full  Designation  Agreement. 

(16)  The  agency  shall  annually 
recommend,  in  accordance  with  such 
regulations  as  the  Secretary  may  pre¬ 
scribe,  to  the  State  Agency  for  each 
State  in  which  the  agency’s  health  serv¬ 
ice  area  is  located  (i)  projects  for  the 
modernization,  construction,  and  con¬ 
version  of  medical  facilities  in  the  enti¬ 
ty’s  health  service  area  which  will 
achieve  the  HSP  and  AIP  of  the  health 
systems  agency,  and  (ii)  priorities 
among  such  projects. 

(17)  The  agency  shall  review  and  ap¬ 
prove  or  disapprove  or  shall  review  and 
comment  upon,  as  appropriate,  in  ac¬ 
cordance  with  procedures  and  criteria 
established  pursuant  to  section  1532  of 
the  Act  and  applicable  regulations  of 
the  Secretary  each  specified  proposed 


use  within  its  health  service  area  of  Fed¬ 
eral  funds  in  accordance  with  section 
1513(e)  of  the  Act  and  applicable  regu¬ 
lations  of  the  Secretary. 

(18)  The  agency  shall  provide  each 
Indian  tribe  or  intertribal  Indian  orga¬ 
nization  which  is  located  within  its 
health  service  area,  information  re¬ 
specting  the  availability  of  Federal  funds 
in  accordance  with  section  1513(e)  of  the 
Act. 

(d)  The  agency  shall  maintain  a  staff 
which  meets  the  requirements  of  section 
1512(b)  (2)  of  the  Act  and  §  122.110  of 
this  subpart. 

(e)  The  agency  shall,  during  the  en¬ 
tire  period  of  the  Full  Designation 
Agreement,  maintain  a  governing  body 
which  meets  the  requirements  of  section 
1512(b)  (3)  of  the  Act  and  3  122.109  of 
this  subpart. 

(f)  The  agency  shall  promptly  notify 
the  Secretary  and  the  State  Agency  for 
each  State  in  which  the  agency’s  health 
service  area  is  located  of  changes  in  its 
legal  status,  organization,  or  executive 
director  which  occur  during  the  period 
of  the  Full  Designation  Agreement. 

(g)  The  agency  agrees  to  meet  the 
requirements  of  the  Act,  this  subpart, 
and  any  additional  conditions  set  forth 
in  the  Full  Designation  Agreement. 

§  122.108  Renewal  and  termination  of 
agreements. 

(a)  Conditionally  designated  agen¬ 
cies — (1)  Renewal.  A  Conditional  Desig¬ 
nation  Agreement  may,  at  the  option 
of  the  Secretary  and  based  upon  the 
Secretary’s  review  of  the  agency’s  per¬ 
formance  during  its  period  of  conditional 
designation,  its  application  for  renewal, 
and  after  consultation  with  the  Gover¬ 
nor  and  the  SHCC  for  each  State  in 
which  the  agency’s  health  service  area 
is  located,  be  renewed  for  an  additional 
term  not  to  exceed  12  months,  but  in  no 
case  may  the  total  period  of  conditional 
designation  of  an  agency  exceed  24 
months.  Where  the  Secretary  determines 
not  to  renew  such  agreement,  the  agency 
will  be  notified  in  writing  of  the  reasons 
for  such  determination. 

(2)  Termination.  A  Conditional  Desig¬ 
nation  Agreement  may  be  terminated 
by  the  agency  prior  to  the  expiration  of 
its  term  upon  90  days  written  notice  to 
the  Secretary  which  shall  set  forth  the 
reasons  for  such  termination  and  its 
effective  date.  The  Secretary  may  termi¬ 
nate  the  Conditional  Designation  Agree¬ 
ment  prior  to  the  expiration  of  its  term 
upon  his  determination,  after  having 
given  the  agency  at  least  90  days  writ¬ 
ten  notice  of  its  deficiencies  and  the 
corrective  actions  required  and  an  oppor¬ 
tunity  for  a  hearing  before  an  officer  or 
employee  of  the  Department  designated 
for  such  purpose  by  the  Secretary,  that 
the  agency  is  not  complying  with  the 
provisions  of  the  Agreement  or  is  in¬ 
capable  of  progressively  assuming  more 
functions  and  responsibilities.  The  Secre¬ 
tary  will  consult  with  the  Governor  and 
the  SHCC  for  each  State  in  which  the 
agency’s  health  service  area  is  located 
concerning  any  proposed  termination. 
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(b)  Fully  designated  agencies — (1)  Re¬ 
newal.  A  Full  Designation  Agreement 
may  be  renewed  for  a  period  not  to  ex¬ 
ceed  12  months,  upon  the  application  by 
the  agency  for  renewal,  if  upon  review 
by  the  Secretary  (as  provided  in  section 
1535  of  the  Act)  and  after  consultation 
with  the  Governor  and  the  SHCC  for 
each  State  in  which  the  agency’s  health 
service  area  is  located,  he  determines  that 
it  has  fulfilled,  in  a  satisfactory  manner, 
the  functions  of  a  health  systems  agency 
as  prescribed  by  section  1513  of  the  Act 
and  the  applicable  provisions  of  this  sub- 
part  and  continues  to  meet  the  require¬ 
ments  of  section  1512(b)  of  the  Act.  A 
determination  by  the  Secretary  not  to 
renew  the  Agreement  will  be  made  only 
after  he  has  provided  the  agency  with 
written  notice  of  the  reasons  for  such 
failure  to  renew  and  the  opportunity  for 
a  hearing  before  an  officer  or  employee 
designated  for  such  purpose  by  the 
Secretary. 

(2)  Termination.  A  Full  Designation 
Agreement  may  be  terminated  by  the 
agency  prior  to  the  expiration  of  its  term 
upon  90  days  written  notice  to  the  Sec¬ 
retary  which  will  set  forth  the  reasons 
for  such  termination  and  its  effective 
date.  The  Agreement  may  be  terminated 
by  the  Secretary  prior  to  the  expiration 
of  its  term  if  he  determines,  after  having 
given  the  agency  at  least  90  days  notice 
of  its  deficiencies  and  the  corrective  ac¬ 
tions  required  and  an  opportunity  for  a 
hearing  before  an  officer  or  employee  of 
the  Department  designated  for  such  pur¬ 
pose  by  the  Secretary,  that  the  agency 
is  not  complying  with  or  effectively  car¬ 
rying  out  the  provisions  of  the  Agree¬ 
ment.  The  Secretary  will  consult  with  the 
Governor  and  the  SHCC  for  each  State 
in  which  the  agency’s  health  service  area 
is  located  concerning  any  proposed 
termination. 

§  122.109  Governing  body;  executive 
and  other  committee;. 

(a)  General.  (1)  A  health  systems 
agency  which  is  a  public  regional  plan¬ 
ning  body  or  single  unit  of  general  local 
government  shall  have,  in  addition  to  any 
other  governing  board,  a  governing  body 
for  health  planning  (hereinafter  referred 
to  as  the  “governing  body”)  which  Is 
established  in  accordance  with  the  re¬ 
quirements  in  paragraphs  (b)  and  (c)  of 
this  section  and  which  has  the  responsi¬ 
bilities  prescribed  by  paragraph  (d)  of 
this  section. 

(2)  A  health  systems  agency  which  Is 
a  non-profit  private  corporation  (or  sim¬ 
ilar  legal  mechanism)  shall  have  a  gov¬ 
erning  body  to  direct  all  its  health  plan¬ 
ning  and  development  activities  which 
is  established  in  accordance  with  the  re¬ 
quirements  in  paragraphs  (b)  and  (c)  of 
this  section. 

(b)  Composition.  The  membership  of 
the  governing  body  of  an  agency  shall 
meet  the  following  requirements: 

(1)  A  majority  (but  not  more  than  60 
per  centum  of  the  members)  shall  be  res¬ 
idents  of  the  health  service  area  served 
by  the  agency  who  are  consumers  of 
health  care  and  who  are  not  (and  within 


the  twelve  months  preceding  appoint¬ 
ment  have  not  been)  providers  of  health 
care  and  who  are  broadly  representative 
of  the  social,  economic,  linguistic  and 
racial  populations,  geographic  areas  of 
the  health  service  area  and  major  pin- 
chasers  of  health  care.  For  purposes  of 
this  paragraph,  “major  purchasers  of 
health  care”  means  entities,  other  than 
any  entity  described  in  paragraph  (b)  (2) 
of  this  section,  which  either  directly  or 
indirectly  (such  as  through  the  purchase 
of  group  health  insurance  or  hospital  or 
medical  service  benefits)  provide  health 
care  for  their  employees,  members,  or 
beneflciai'ies. 

(2)  The  remainder  of  the  members 
shall  be  residents  of  the  health  service 
area  served  by  the  agency  who  are  pro¬ 
viders  of  health  care  (of  whom  not  less 
than  y3  shall  be  direct  providers  of 
health  care)  and  who  represent:  (i)  phy¬ 
sicians  (particularly  practicing  physi¬ 
cians)  ,  dentists,  nurses,  and  other  health 
professionals;  (il)  health  care  institu¬ 
tions  (particularly  hospitals,  long-term 
care  facilities,  and  health  maintenance 
organizations) ;  (ill)  health  care  In¬ 
surers;  (iv)  health  professions  schools 
(which  includes  schools  of  medicine, 
dentistry,  osteopathy,  optometry,  podia¬ 
try,  pharmacy  or  veterinary  medicine  as 
defined  in  section  724(4)  of  the  Act,  and 
schools  of  nursing  as  defined  in  section 
853  of  the  Act) ;  and  (v)  the  allied  health 
professions. 

(3)  The  total  membership  as  described 
in  paragraphs  (b)  (1)  and  (2)  of  this 
section  shall: 

(i)  Include  (either  through  consumer 
or  provider  members)  a  number  of  public 
elected  officials  and  other  representatives 
of  governmental  authorities  in  the 
agency’s  health  service  area  and  repre¬ 
sentatives  of  public  agencies  in  the  area 
concerned  with  health  which  is  not  more 
than  y3  of  the  total  membership; 

(11)  Include  representatives  of  private 
agencies  in  the  area  concerned  with 
health; 

(ill)  Include  a  percentage  of  individ¬ 
uals  who  reside  in  nonmetropolitan  areas 
within  the  health  service  Area  which  is 
equal  to  the  percentage  of  residents  of 
the  area  who  reside  in  nonmetropolitan 
areas; 

(iv)  If  the  health  systems  agency  serves 
an  area  in  which  there  is  located  one  or 
more  hospitals  or  other  health  care 
facilities  of  the  Veterans’  Administration, 
include,  as  an  ex  officio  member,  an  in¬ 
dividual  whom  the  Chief  Medical  Direc¬ 
tor  of  the  Veterans’  Administration  shall 
have  designated  for  such  purpose;  and 

(v)  If  the  agency  serves  an  area  in 
which  there  is  located  one  or  more  quali¬ 
fied  health  maintenance  organizations 
(within  the  meaning  of  section  1310  of 
the  Act),  include  at  least  one  member 
who  is  representative  of  such  organiza¬ 
tions. 

(c)  Number  of  members.  The  governing 
body  shall  be  composed  of  not  less  than 
10  members  nor  more  than  30  members, 
except  that  the  number  of  members  may 
exceed  30  where  the  governing  body  has, 
in  accordance  with  its  Articles  of  Incor¬ 


poration  or  by-laws  (or  in  the  case  of  a 
public  regional  planning  body  or  single 
unit  of  general  local  government,  its 
charter,  authorizing  statute,  ordinance, 
or  executive  order,  or  any  rules  or  regu¬ 
lations  governing  its  internal  manage¬ 
ment)  ,  established  an  executive  commit¬ 
tee  which  meets  the  requirements  of 
paragraph  (f)  (1)  of  this  section. 

(d)  Responsibilities  and  authority.  (1) 
The  governing  body  of  a  health  systems 
agency  shall : 

<i)  Be  responsible  for  the  internal  af¬ 
fairs  of  the  agency,  including  matters 
relating  to  the  staff  of  the  agency  and 
the  agency’s  budget; 

(ii)  Be  responsible  for  the  adoption  of 
procedures  and  criteria  developed  and 
published  pursuant  to  section  1532  of  the 
Act  and  applicable  regulations  of  the 
Secretary  to  be  utilized  in  the  agency’s 
performance  of  its  functions  under  sec¬ 
tion  1513  (e) ,  (f )  and  (g)  of  the  Act; 

(lit)  Be  responsible  for  issuing  an  an¬ 
nual  report  concerning  the  activities  of 
the  agency  in  accordance  with  §  122.115 
of  this  subpart;  and 

(iv)  Have  the  exclusive  authority  to 
perform  for  the  agency  the  functions  de¬ 
scribed  in  section  1513  of  the  Act  and  the 
agency’s  designation  agreement  entered 
into  pursuant  to  §  122.106  or  .122.107  of 
this  subpart.  For  such  purposes  the  term 
“exclusive”  as  it  applies  to  the  role  of  the 
governing  body  means  that  the  govern¬ 
ing  body  shall  have  the  sole,  undivided 
authority  to  act  for  the  agency  in  per¬ 
forming  such  functions  subject  to  the 
provision  of  paragraph  (f)(1)  of  this 
section  relating  to  the  delegation  of  func¬ 
tions  to  an  executive  committee;  Pro¬ 
vided,  That  this  does  not  preclude  the 
public  regional  planning  body  or  single 
unit  of  general  local  government  from 
establishing  procedures  not  Inconsistent 
with  the  requirements  of  this  part  for 
the  functioning  of  the  agency,  Including 
an  opportunity  to  comment  on  any  action 
proposed  by  the  governing  body  in  the 
performance  of  its  functions;  and  Pro¬ 
vided  further,  That  the  public  regional 
planning  body  or  single  unit  of  general 
local  government  must  be  given  the  op¬ 
portunity  to  comment  on  the  health  sys¬ 
tems  plan  and  the  annual  implementa¬ 
tion  plan  prior  to  their  establishment. 

(2)  The  public  regional  planning  body 
or  single  unit  of  general  local  govern¬ 
ment  may  establish  rules  and  regulations 
for  the  exercise  of  the  responsibilities 
described  in  paragraph  (d)  (1)  of  this 
section  by  the  governing  body;  Provided, 
That  such  rules  and  regulations  are  not 
inconsistent  with  the  Act  and  the  regu¬ 
lations  of  this  part. 

(e)  Meetings  and  conduct  of  business. 
The  governing  body  shall : 

(1)  Meet  at  least  once  in  each  calendar 
quarter  of  a  year  and  at  least  two  addi¬ 
tional  times  in  a  year  unless  its  executive 
committee,  if  any,  meets  at  least  twice 
in  that  year; 

(2)  Act  only  by  vote  of  a  majority  of 
Its  members  present  and  voting  at  a 
meeting  called  upon  adequate  notice  to 
all  its  members  and  at  which  a  quorum, 
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which  shall  be  not  less  than  one-half 
of  its  members,  is  in  attendance; 

(3)  Conduct  its  business  meetings  in 
public,  give  adequate  notice  to  the  pub¬ 
lic  of  such  meetings  (as  required  by  the 
agency’s  Articles  of  Incorporation  or  by¬ 
laws  or,  in  the  case  of  a  public  entity, 
its  charter,  authorizing  statute,  ordi¬ 
nance,  or  executive  order  or  any  rules 
or  regulations  for  internal  manage¬ 
ment)  and  make  its  data  and  records 
available  to  the  public  in  accordance 
tees,  and  advisory  groups — (1)  Execu- 
with  the  requirements  of  §  122.114  of 
this  subpart;  For  purposes  of  this  sub- 
part,  “business  meetings”  are  meetings 
at  which  the  governing  body  formally 
acts  to  carry  out  its  responsibilities  and 
functions  under  the  Act,  and 

(4)  Reimburse  its  members  for  their 
reasonable  costs  incurred  in  attending 
meetings  of  the  governing  body. 

(f)  Executive  committee,  subcommit¬ 
tee  committee,  (i)  A  governing  body 
whose  membership  exceeds  30  shall  es¬ 
tablish  an  executive  committee  of  its 
members,  which  shall  consist  of  not 
more  than  25  members,  shall  be  com¬ 
posed  in  accordance  with  the  require¬ 
ments  of  paragraph  (b)  of  this  section, 
and  shall  be  delegated  the  authority  to 
take  such  action  as  the  governing  body 
is  authorized  to  take  (other  than  au¬ 
thority  to  take  action  with  respect  to  the 
agency’s  articles  of  incorporation  or  by¬ 
laws  or  in  the  case  of  an  agency  which 
is  a  public  regional  planning  body  or 
single  unit  of  general  local  government 
its  charter,  authorizing  statute,  ordi¬ 
nance,  or  executive  order  and  any  in¬ 
ternal  rules  or  regulations  which  govern 
its  operations)  except  that  the  executive 
committee  may  not  be  delegated  the  re¬ 
sponsibility  for  the  establishment  and 
amendment  of  the  health  systems  plan 
and  annual  implementation  plan  re¬ 
quired  by  section  1513(b)  (2)  and  (3)  of 
the  Act. 

(ii)  The  executive  committee  shall 
(A)  act  wily  by  vote  of  a  majority  of 
its  members  present  and  voting  at  a 
meeting  called  upon  adequate  notice  to 
all  of  its  members  at  which  a  quorum, 
which  shall  be  not  less  than  V2  of  its 
members,  is  in  attendance,  and  (B)  con¬ 
duct  its  business  meetings  in  public,  give 
adequate  notice  to  the  public  of  such 
meetings  (as  required  by  the  agency’s 
Articles  of  Incorporation  or  by-laws  or, 
in  the  case  of  a  public  regional  planning 
body  or  single  unit  of  general  local  gov¬ 
ernment,  its  charter,  authorizing  statute, 
ordinance,  or  executive  order  or  any 
rules  or  regulations  for  internal  man¬ 
agement)  and  make  its  data  and  records 
available  to  the  public  in  accordance 
with  the  requirements  of  $  122.114  of  this 
subpart. 

(2)  Subcommittees  and  advisory 
groups.  Where  in  the  exercise  of  its  func¬ 
tions  the  governing  body  or  executive 
committee  appoints  a  subcommittee 
of  its  members  or  an  advisory  group, 
it  shall,  to  the  extent  practicable, 
make  its  appointments  to  such  subcom¬ 
mittee  or  group  in  such  a  manner  as  to 


provide  that  the  representation  on  such 
subcommittee  or  group  meets  the  com¬ 
position  requirements  of  paragraph  (b) 
of  this  section. 

§  122.110  Health  systems  agency  staff. 

(a)  A  fully  designated  health  systems 
agency  must  have  a  staff  of  adequate 
numbers  and  appropriate  skills,  as  de¬ 
scribed  in  paragraph  (b)  of  this  section, 
to  carry  out  the  functions  of  the  agency 
as  described  in  section  1513  of  the  Act; 
Provided.  That  an  agency  must  have  a 
staff  numbering  not  less  than  five  pro¬ 
fessional  members  or  one  professional 
member  for  every  100,000  population  as 
determined  in  accordance  with  §  122.205 
of  this  part,  whichever  is  greater  up  to 
a  maximum  of  25:  and  Provided  further. 
That  the  staff  shall  include  and  shall  be 
headed  by  a  full  time  executive  director 
who  is  responsible  for  the  organization 
and  management  of  the  staff. 

(b)  The  staff  of  the  agency  shall  pro¬ 
vide  the  agency  with  expertise  in  at  least 
the  following:  (D  administration,  (2) 
the  gathering  and  analysis  of  data,  (3) 
health  planning,  and  (4)  development 
and  use  of  health  resources.  The  staff 
shall  be  organized  in  such  a  fashion  that 
the  functions  of  planning  and  of  devel¬ 
opment  of  health  resources  shall  be  con¬ 
ducted  by  staffs  with  skills  appropriate  to 
each  function. 

(c)  The  staff  of  the  agency  shall  be 
selected,  paid,  promoted,  and  discharged 
in  accordance  with  such  personnel  sys¬ 
tem  as  the  agency  may  establish,  except 
that  the  rate  of  pay  for  any  position 
shall  not  be  less  than  the  rate  of  pay  pre¬ 
vailing  in  the  health  service  area  for 
similar  positions  in  public  or  private 
health  service  entities. 

§  122.111  Contracting  for  services;  con¬ 
sultants. 

(a)  If  necessary  for  the  performance 
of  its  functions,  and  subject  to  the  re¬ 
quirements  of  paragraphs  (b)  and  (c) 
of  this  section,  a  health  systems  agency 
may  employ  consultants  and  may  con¬ 
tract  with  individuals  and  entities  for 
the  provision  of  services. 

(b)  A  health  systems  agency  which 
employs  consultants  to  assist  the  agency 
in  the  performance  of  its  functions  must 
adopt  and  follow  a  uniform  policy  for 
the  employment  of  consultants  which  re¬ 
quires,  at  a  minimum,  a  written  finding 
by  the  agency  prior  to  the  employment  of 
each  consultant  that: 

( 1 )  The  consultant  services  to  be  pro¬ 
vided  are  essential  to  the  performance  of 
the  agency’s  function  and  cannot  be  per¬ 
formed  by  persons  otherwise  presently 
employed  by  the  agency; 

(2)  A  selection  process  for  consultants 
has  been  employed  to  assure  the  selec¬ 
tion  of  the  most  qualified  individual 
available; 

(3)  The  selection  of  the  consultant  has 
been  approved  by  the  executive  director 
of  the  agency;  and 

(4)  The  payment  to  the  consultant  is 
appropriate  considering  the  individual’s 
qualifications,  normal  charges  for  simi¬ 
lar  services,  and  the  nature  of  the  serv¬ 
ices  rendered. 


Provided,  That  a  member  of  an 
agency’s  governing  body  may  not  be  em¬ 
ployed  by  that  agency  as  a  paid  con¬ 
sultant. 

(c)  A  health  systems  agency  may  con¬ 
tract  with  other  entities  to  assist  the 
agency  in  the  performance  of  specific 
administrative  support  activities  such  us 
payroll,  accounting,  and  computer  serv¬ 
ices.  The  agency  may  also  contract  with 
other  entities  to  provide  it  with  assist¬ 
ance  in  the  performance  of  the  functions 
assigned  to  the  agency  in  its  designation 
agreement,  except  that  the  agency  may 
not  contract  for  the  performance  of  an 
entire  function  for  it  by  another  entity; 
Provided,  That  the  agency  has  made  a 
written  finding  that  the  contract  services 
are  essential  to  the  performance  of  the 
agency’s  functions,  and  cannot  be  pro¬ 
vided  by  persons  otherwise  employed  by 
the  agency;  and  Provided  further.  That 
an  agency  may  not  contract  for  the  per¬ 
formance  of  routine  staffing  and  plan¬ 
ning  functions. 

§  122.112  Subarea  advisory  councils. 

(a)  A  health  systems  agency  may  es¬ 
tablish  subarea  advisory  councils  repre¬ 
senting  parts  of  the  agency’s  health  serv¬ 
ice  area  to  advise  the  agency  on  the  per¬ 
formance  of  its  functions.  The  composi¬ 
tion  of  such  council  must  conform  to  the 
requirements  of  section  1512(b)(3)(C) 
of  the  Act  as  applied  to  that  part  of  the 
agency’s  health  service  area  which  the 
subarea  advisory  council  represents. 

(b)  Consistent  with  the  provisions  of 
§  122.111(c)  of  this  subpart,  a  health 
systems  agency  may  make  financial  and 
other  resources  available  to  the  subarea 
advisory  council  to  assist  it  in  perform¬ 
ing  agreed  upon  activities  which  the 
agency  has  requested  such  council  to  per¬ 
form.  Such  activities  may  include  mak¬ 
ing  recommendations  to  the  agency  (1) 
to  assist  it  in  obtaining  local  or  regional 
advice  on  the  performance  of  its  func¬ 
tions,  (2)  with  regard  to  proposed  mem¬ 
bership  on  the  governing  body  and  ad¬ 
visory  groups  and  (3)  with  regard  to 
planning  needs  for  the  local  area. 

§  122.113  Private  fund*,  service*,  or  fa¬ 
cilities. 

(a)  No  health  systems  agency 
(whether  conditionally  or  fully  desig¬ 
nated)  may  accept  any  funds  or  contri¬ 
butions  of  services  or  facilities  from  any 
individual  or  private  entity  which  has  a 
financial,  fiduciary,  or  other  direct  in¬ 
terest  in  the  development,  expansion,  or 
support  of  health  resources,  unless  in  the 
case  of  an  entity,  it  is  an  organization 
described  in  section  509(a)  of  the  In¬ 
ternal  Revenue  Code  of  1954  and  is  not 
directly  engaged  in  the  provision  of 
health  care  in  the  health  service  area  of 
the  agency.  The  prohibition  of  this  sec¬ 
tion  includes  contributions  of  cash,  bonds 
and  other  securities,  services,  property, 
or  equipment  as  well  as  payments  made 
to  the  agency  under  contracts,  grants,  or 
loans;  Provided,  That  service  on  a  gov¬ 
erning  body,  executive  committee,  sub¬ 
committee,  subarea  advisory  council  or 
advisory  group  shall  not  be  deemed  to  be 
a  contribution  of  services. 
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(b)  For  purposes  of  this  section,  an 
individual  or  private  entity  which  has  a 
financial,  fiduciary,  or  other  direct  in¬ 
terest  in  the  development,  expansion  or 
support  of  health  resources  includes  but 
is  not  limited  to: 

(I)  With  respect  to  any  Individual,  one 

who 

(1)  Is  a  provider  of  health  care  as  de¬ 
fined  in  S  122.1(0)  of  this  part; 

(II)  Is  an  employee  of  any  entity  de¬ 
scribed  in  paragraph  (2)  of  this  section; 
or 

(iii)  Holds  a  fiduciary  position  or  has 
a  fiduciary  interest  as  defined  in  §  122.1 
(o)  of  this  part  in  any  entity  described 
in  paragraph  (2)  of  this  section. 

(2)  With  respect  to  any  private  entity: 

(i)  Entitles  and  organizations  and 

associations  composed  of  entities  en¬ 
gaged  in  the  provision  of  health  care, 
including  hospitals,  long-term  care  facil¬ 
ities,  and  health  maintenance  organiza¬ 
tions)  and  organizations  and  associ¬ 
ations  of  such  institutions;  Provided, 
That  an  entity  will  not  be  considered  a 
health  care  institution  for  purposes  of 
this  section  solely  on  the  basis  of  pro¬ 
viding  (directly  or  Indirectly)  health 
care  for  its  employees; 

(11)  Entitles  and  organizations  and 
associations  of  entitles  engaged  in  re¬ 
search  into  the  provision  of  health  care; 

(ill)  Health  professions  schools  and 
organizations  and  associations  of  such 
schools; 

(iv)  Health  professions  professional 
societies; 

(v)  Entitles  and  organizations  and 
associations  of  entities  engaged  in  issuing 
any  policy  or  contract  of  individual  or 
group  health  Insurance  or  hospital  or 
medical  services  benefits  and  associations 
and  organizations  of  health  care 
insurers; 

(vi)  Providers  of  ancillary  medical 
services  (including  laboratory  services, 
manufacture  or  sale  of  medical  devices 
and  equipment,  and  pharmaceutical 
services) ; 

(vii)  Allied  health  professions  training 
programs; 

(viii)  Entities  producing  drugs  for  in¬ 
dividuals  or  entities  for  use  in  the  provi¬ 
sion  of  health  care  or  research  into  or 
Instruction  in  the  provision  of  health 
care;  and 

(lx)  Entities  which  are  in  a  position 
with  respect  to  the  entities  listed  in  this 
paragraph  affected  with  the  character  of 
a  trust,  including  trustees,  boards  of  di¬ 
rectors  and  majority  shareholders. 

Provided,  That  private  entitles  which 
would  be  included  within  this  paragraph 
shall  not  be  included  if  such  contribution 
is  being  made  in  connection  with  the  dis¬ 
solution  of  the  entity  in  accordance  with 
applicable  State  law. 

§  122.114  Access  of  the  public  to  agency 
records  and  data. 

(a)  Each  agency  shall  adopt  a  policy 
for  making  its  records  and  data  available 
to  the  public  for  Inspection  and  copying 
In  accordance  with  section  1512(b)  (3) 
(B)  of  the  Act,  which  shall  Include  a  pro¬ 
cedure  for  the  submission  of  requests  to 
the  agency  by  members  of  the  public,  the 


agency’s  procedure  for  handling  such  re¬ 
quests,  and  a  uniform  fee  schedule  for 
copying  such  material  which  shall  be  lim¬ 
ited  to  reasonable  costs.  For  purposes  of 
this  section,  “records  and  data”  Includes 
publications,  brochures,  pamphlets, 
punch  cards,  magnetic  tapes,  minutes, 
staff  manuals,  slides,  photographs,  or 
other  documentary  materials,  regardless 
of  physical  form  or  characteristics,  made 
or  received  by  the  agency  in  connection 
with  the  performance  of  the  agency’s 
functions  under  its  designation  agree¬ 
ment  and  retained  by  the  agency  as  evi¬ 
dence  of  the  agency’s  functions,  policies, 
decisions,  procedures,  operations,  pro¬ 
grams,  or  other  activities. 

(b)  Each  agency  is  required  to  main¬ 
tain  and  make  available  for  public  in¬ 
spection  and  copying  an  Index  of  the 
records  and  data  of  the  agency  and  must 
publish  within  3  months  of  the  effective 
date  of  its  designation  agreement,  in  at 
least  two  newspapers  of  general  circula¬ 
tion  throughout  its  health  service  area, 
a  notice  setting  forth  the  policy  adopted 
pursuant  to  paragraph  (a)  of  this  section. 

§122.115  Annual  report. 

(a)  Each  agency  shall  issue  an  annual 
report  concerning  the  activities  of  the 
agency  which  shall  Include: 

(1)  the  HSP  and  AIP  developed  by  the 
agency  pursuant  to  section  1513(b)  (2) 
and  (3)  of  the  Act  and  this  subpart, 
either  in  their  entirety  or  by  incorpora¬ 
tion  by  reference.  Where  such  plans  are 
included  by  Incorporation  by  reference, 
the  report  shall  Include  a  summary  of 
the  HSP  and  AIP  and  a  statement  of 
where  copies  of  the  HEP  and  AIP  and 
supporting  documentation  may  be  ob¬ 
tained  by  interested  persons ; 

(2)  a  detailed  description  of  the 
agency’s  progress  in  meeting  the  objec¬ 
tives  of  its  work  program  during  the  past 
year; 

(3)  a  list  of  the  agency's  income,  ex¬ 
penses,  assets,  and  liabilities  including  a 
list  of  all  contributors  to  the  agency;  and 

(4)  a  list  of  the  members  of  the 
agency’s  governing  body,  executive  com¬ 
mittee,  if  any,  and  staff. 

(b)  Such  report  shall  be  made  avail¬ 
able  at  no  cost  upon  request  to  the  resi¬ 
dents  of  the  health  service  area  served 
by  the  agency  and  shall  be  distributed  to 
all  public  libraries  throughout  the  health 
service  area,  to  the  State  Agency  for  each 
State  in  which  the  agency’s  health  serv¬ 
ice  area  is  located,  and  to  all  newspapers, 
radio  stations  and  television  stations 
serving  the  population  of  the  health  serv¬ 
ice  area.  Notice  of  the  availability  of  the 
annual  report  shall  appear  in  at  least 
two  newspapers  of  general  circulation 
throughout  the  health  service  area. 

Subpart  C — Grants  to  Health  Systems 
Agencies 

§  122.201  Applicability. 

The  regulations  of  this  subpart  are  ap¬ 
plicable  to  grants  under  section  1516  of 
the  Public  Health  Service  Act  (42  U.S.C. 
3001-5)  to  health  systems  agencies  desig¬ 
nated  under  section  1515  of  the  Public 
Health  Service  Act  (42  UJS.C.  3001-4)  to 
assist  in  meeting  the  cost  of  compensa¬ 


tion  for  health  systems  agency  personnel, 
collection  of  data,  planning,  and  the  per¬ 
formance  of  the  functions  of  the  health 
systems  agency. 

§  122.202  Eligibility. 

Any  conditionally  or  fully  designated 
health  systems  agency  is  eligible  for  a 
grant  under  this  subpart. 

§  122.203  Application. 

(a)  An  application  for  a  grant  under 
this  subpart  shall  be  submitted  to  the 
Secretary  at  such  time  and  in  such  form 
and  manner  as  the  Secretary  may  pre¬ 
scribe  and  shall  be  executed  by  an  in¬ 
dividual  authorized  to  act  for  the  appli¬ 
cant  and  to  assume  on  behalf  of  the  ap¬ 
plicant  the  obligations  imposed  by  the 
Act,  the  regulations  of  this  subpart,  and 
any  additional  terms  or  conditions  of  the 
grant.1  A  copy  of  such  application  shall 
at  that  time  also  be  submitted  to  the 
SHCC,  if  any,  for  each  State  in  which 
the  agency’s  health  service  area  is 
located. 

(b)  The  application  shall  contain  the 
following: 

(1)  A  detailed  budget  for  the  grant 
period; 

(2)  A  statement  and  justification  of 
the  amount  of  grant  funds  requested; 
and  . 

(3)  Where  the  applicant  is  requesting 
an  increased  amount  of  grant  funds  pur¬ 
suant  to  section  1516(b)(2)  of  the  Act 
and  §  122.204  of  this  subpart  based  on 
its  assurance  of  providing  non-Federal 
funds  to  be  expended  or  obligated  during 
the  grant  period,  the  application  shall 
also  contain: 

(i)  A  total  dollar  figure  of  the  amount 
of  non-Federal  funds  meeting  the  re¬ 
quirements  of  S  122.206  of  this  subpart 
that  the  applicant  assures  will  be  ex¬ 
pended  or  obligated  during  the  grant  pe¬ 
riod  for  the  purposes  for  which  funds 
awarded  under  this  subpart  may  be  ex¬ 
pended  or  obligated,  and 

(ii)  A  statement  of  the  dollar  figure 
of  the  amount  of  non-Federal  funds 
which  the  applicant  has  currently  avail¬ 
able  and  a  detailed  timetable  for  the  ap¬ 
plicant’s  receipt  of  the  remainder  of  the 
funds  assured,  including  documentary 
evidence  concerning  the  sources  and 
amounts  of  the  proposed  contributions, 
such  as  letters  of  intent  to  contribute 
specific  amounts  of  funds. 

§  122.204  Grant  award. 

(a)  The  Secretary  will  after  consider¬ 
ing  any  recommendations  made  by  the 
SHCC,  if  any,  for  each  State  in  which 
the  agency’s  health  service  area  is 
located  award  a  grant  under  this  subpart 
to  each  health  systems  agency  whose 
application  meets  the  applicable  require¬ 
ments  of  the  Act  and  this  subpart. 

(b)  Hie  amount  of  any  grant  under 
this  subpart  shall  be: 

(1)  With  respect  to  grants  made  in  a 
fiscal  year  in  which  all  agencies  are  con- 

1  Applications  and  Instructions  may  be  ob¬ 
tained  at  the  Regional  Office  of  the  Depart¬ 
ment  of  Health,  Education,  and  Welfare  for 
the  region  in  which  the  health  systems 
agency  is  located. 
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ditionally  designated,  an  amount  deter¬ 
mined  by  the  Secretary  in  accordance 
with  the  formula  set  forth  in  section  1516 
(b)  (1)  and  (2)  of  the  Act,  except  that 
no  such  grant  may  be  less  than  $115,000 
where  the  population  of  the  agency’s 
health  service  area  is  350,000  or  less; 
$145,000  where  the  population  of  the 
agency’s  health  service  area  is  more  than 
350,000  and  less  than  500,000;  and  $175,- 
000  where  the  population  of  the  agency’s 
health  service  area  is  500,000  or  more; 
Provided,  That  where  the  total  of  the 
amounts  so  computed  exceeds  the  total 
amount  appropriated  for  such  grants  in 
such  fiscal  year,  the  amount  of  the  grant 
to  each  conditionally  designated  agency 
shall  be  an  amount  which  bears  the  same 
ratio  to  the  amount  so  computed  for  that 
agency  for  that  fiscal  year  as  the  total 
of  the  amounts  appropriated  for  such 
grants  for  such  fiscal  year  bears  to  the 
total  qf  the  amounts  so  computed,  ex¬ 
cept  that  the  amount  of  any  grant  to 
such  agency  shall  not  be  less  than  $115,- 
000  where  the  population  of  the  agency’s 
health  service  area  is  350,00  or  less; 
$145,000  where  the  population  of  the 
agency’s  health  service  area  is  more  than 
350,000  and  less  than  500,000;  and  $175- 
000  where  the  population  of  the  agency’s 
health  service  area  is  500,000  or  more. 

(2)  With  respect  to  grants  made  in  a 
fiscal  year  in  which  some  of  the  agen¬ 
cies  are  fully  designated  health  systems 
agencies,  an  amount  determined  by  the 
Secretary  in  accordance  with  the  for¬ 
mula  set  forth  in  section  1516(b)  (1)  and 
(2)  of  the  Act;  except  that  no  such  grafit 
may  be  less  than  (i)  with  respect  to  fully 
designated  health  systems  agencies, 
$175,000;  or  (ii)  with  respect  to  con¬ 
ditionally  designated  health  systems 
agencies  $115,000  where  the  population 
of  the  agency’s  health  srevice  area  is 
350,000  or  less;  $145,000  where  the  popu¬ 
lation  of  the  agency’s  health  service  area 
is  more  than  350,000  and  less  than  500,- 
000;  and  $175,000  where  the  population 
of  the  agency’s  health  service  area  is 
500,000  or  more;  Provided,  That  if  the 
total  of  the  amounts  so  computed  for  any 
fiscal  year  exceeds  the  total  of  the 
amounts  appropriated  for  such  grants  in 
such  year,  the  amount  of  the  grant  for 
that  fiscal  year  to  each  agency  shall  be 
an  amount  which  bears  the  same  ratio  to 
the  amount  so  computed  for  that  agency 
for  that  fiscal  year  as  the  total  of  the 
amounts  appropriated  for  such  grants 
for  such  fiscal  year  bears  to  the  total  of 
the  amount  so  computed,  except  that  the 
amount  of  any  grant  to  a  fully  desig¬ 
nated  health  systems  agency  for  any 
fiscal  year  shall  not  be  less  than  $175,000, 
unless  the  amount  appropriated  for  that 
fiscal  year  is  less  than  the  amount  re¬ 
quired  to  make  a  grant  of  $175,000  to 
each  such  fully  designated  agency,  in 
which  case  each  fully  designated  health 
systems  agency  shall  receive  an  equal 
share  of  the  funds  available. 

(c)  All  grant  awards  shall  be  in  writ¬ 
ing  and  shall  set  forth  the  amount  of 
funds  granted  and  the  period  for  which 
such  funds  will  be  available  for  obliga¬ 
tion  in  accordance  with  $  122.208(c)  of 
this  subpart. 


§  122.205  Determination  of  the  popula¬ 
tion  of  health  service  areas. 

For  purposes  of  section  1516  of  the  Act 
and  §  122.204  of  this  subpart,  the  popu¬ 
lation  of  a  health  service  area  will  be 
determined  annually  by  the  Secretary  on 
the  basis  of  the  latest  available  estimate 
from  the  Department  of  Commerce.  The 
Secretary  shall  make  available  and  pub¬ 
lish  annually  in  the  Federal  Register 
a  list  of  all  health  service  areas  and  their 
populations  as  determined  in  accordance 
with  this  section. 

§  122.206  Assurance  of  expenditure  of 
non-Federal  funds. 

(a)  In  accordance  with  section  1516 
of  the  Act  and  §  122.204  of  this  subpart, 
an  agency  may  receive  an  increased 
amount  of  grant  funds  where  the  agency 
provides  assurance  satisfactory  to  the 
Secretary  that  the  agency  will  expend 
or  obligate  non-Federal  funds  during 
the  grant  period  for  the  purposes  for 
which  grants  under  this  subpart  may  be 
made.  In  determining  whether  such  as¬ 
surance  is  satisfactory,  the  Secretary  will 
take  into  consideration  the  agency's 
past  performance  in  meeting  such  assur¬ 
ances,  and  where  an  agency  has 
previously  failed  to  meet  the  assurances, 
the  Secretary  may  require  further  evi¬ 
dence  of  the  agency’s  current  ability  to 
meet  an  assurance  provided  by  the 
agency  under  this  section,  including  evi¬ 
dence  that  the  agency  has  the  non- 
Federal  funds  assured  currently  avail¬ 
able. 

(b)  The  non-Federal  funds  which  an 
agency  may  use  for  the  purpose  of  ob¬ 
taining  an  increased  amount  of  grant 
funds  pursuant  to  section  1516(b)(2) 
of  the  Act  and  §  122.204  of  this  subpart 
may  be  any  contribution  of  funds  (ex¬ 
cluding  in-kind  contributions)  from 
public  or  private  sources,  including 
State  and  local  general  revenue  funds, 
but  shall  (1)  not  include  any  funds  con¬ 
tributed  to  an  agency  by  an  individual 
or  private  entity  which  has  a  financial, 
fiduciary,  or  other  direct  interest  in  the 
development,  expansion,  or  support  of 
health  resources  as  defined  in  $  122.113 
of  this  part;  (2)  not  be  paid  to  the 
agency  for  the  performance  of  particular 
services  by  it;  and  (3)  be  contributed  to 
the  agency  without  conditions  as  to  their 
use  other  than  the  condition  that  the 
funds  be  used  for  the  purposes  for  which 
a  grant  under  section  1516  and  this  sub¬ 
part  may  be  used. 

§  122.207  Grant  payments. 

The  Secretary  will  from  time  to  time 
make  payments  to  a  grantee  of  all  or  a 
portion  of  any  grant  award,  either  by 
way  of  reimbursement  for  expenses  in¬ 
curred  in  the  grant  period  or  in  advance 
for  expenses  to  be  incurred  in  the  grant 
period,  to  the  extent  he  determines  such 
payments  necessary  to  promote  prompt 
initiation  and  advancement  of  the  ap¬ 
proved  activity. 

§  122.208  Use  of  grant  funds. 

(a)  Any  funds  granted  pursuant  to 
this  subpart,  as  well  as  other  funds  re¬ 
quired  as  a  condition  of  the  grant  to 


be  used  in  performance  of  the  approved 
activity,  shall  be  expended  solely  for 
carrying  out  the  approved  activity  in 
accordance  with  section  1516  of  the  Act, 
the  regulations  of  this  subpart,  the  terms 
and  conditions  of  the  grant  award,  and 
the  applicable  cost  principles  prescribed 
by  Subpart  Q  of  45  CFR  Part  74. 

(b)  Funds  granted  pursuant  to  this 
subpart  may  be  expended  for  the  follow¬ 
ing  purposes; 

(i)  Compensation  of  agency  person¬ 
nel; 

(ii)  The  performance  of  the  agency’s 
functions  as  specified  in  Subpart  B  of 
this  part; 

(iii)  Employment  of  consultants  to 
assist  the  health  systems  agency  in  the 
performance  of  its  functions  in  accord¬ 
ance  with  §  122.111  of  this  part;  and 

(iv)  Contracts  with  other  entities  in 
accordance  with  §  122.111  of  this  part; 
Provided,  That  grant  funds  may  not  be 
used  to  make  payments  under  a  grant  or 
contract  with  another  entity  for  the 
development  or  delivery  of  health  serv¬ 
ices  or  resources. 

(c)  Funds  granted  pursuant  to  this 
subpart  shall  be  available  for  obligation 
during  the  period  of  an  agency’s  desig¬ 
nation  agreement  current  at  the  time 
of  the  grant  award. 

§  122.209  Nondiscrimination. 

(a)  Attention  is  called  to  the  require¬ 
ments  of  Title  VI  of  the  Civil  Rights  Act 
of  1964  (78  Stat.  252,  42  U.S.C.  2000d 
et  seq.)  and  in  particular  section  601  of 
such  Act  which  provides  that  no  person 
in  the  United  States  shall  on  the  grounds 
of  race,  color,  or  national  origin  be  ex¬ 
cluded  from  participation  in,  be  denied 
the  benefits  of,  or  be  subjected  to  dis¬ 
crimination  under  any  program  or  ac¬ 
tivity  receiving  Federal  financial  assist¬ 
ance.  A  regulation  implementing  such 
Title  VI,  which  is  applicable  to  grants 
made  under  this  subpart,  has  been  issued 
oy  the  Secretary  with  the  approval  of  the 
President  (45  CFR  Part  80) .  Nor  shall 
any  person  be  denied  employment  in  or 
by  such  program  or  activity  so  receiving 
Federal  financial  assistance  on  the 
ground  of  age,  creed,  or  marital  status. 

(b)  Attention  is  called  to  the  require¬ 
ments  of  section  504  of  the  Rehabilita¬ 
tion  Act  of  1973,  as  amended,  which  pro¬ 
vides  that  no  otherwise  qualified  handi¬ 
capped  individual  in  the  United  States 
shall,  solely  by  reason  of  his  handicap, 
be  excluded  from  participation  in,  be 
denied  the  benefits  of,  or  be  subjected  to 
discrimination  under  any  program  or 
activity  receiving  Federal  financial  as¬ 
sistance. 

(c)  Grant  funds  used  for  alteration 
or  renovation  shall  be  subject  to  the 
condition  that  the  grantee  shall  comply 
with  the  requirement  of  Executive  Or¬ 
der  11246,  30  FR  12319  (September  24, 
1965),  as  amended,  and  the  applicable 
rules,  regulations,  and  procedures  pre¬ 
scribed  pursuant  thereto. 

§  122.210  Publications  and  copyright. 

(a)  Local  governments.  Where  the 
grantee  is  a  local  government  as  de¬ 
fined  in  45  CFR  74.3,  the  Department  of 
Health,  Education,  and  Welfare  copy- 
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right  requirement  set  forth  in  45  CFR 
74.140  shall  apply  with  respect  to  any 
book  or  other  copyrightable  material 
developed  or  resulting  from  the  activity 
supported  by  a  grant  under  this  subpart. 

(b)  Grantees  other  than  local  govern¬ 
ments.  Where  the  grantee  is  not  a  local 
government  as  so  defined,  except  as  may 
otherwise  be  provided  under  the  terms 
and  conditions  of  the  award,  the  grantee 
may  copyright  without  prior  approval 
any  publications,  films  or  similar  mate¬ 
rials  developed  or  resulting  from  an  ac¬ 
tivity  supported  by  a  grant  under  this 
subpart,  subject,  however,  to  a  royalty- 
free,  nonexclusive,  and  irrevocable  li¬ 
cense  in  the  Department  to  reproduce, 
publish,  or  otherwise  use,  and  to  au¬ 
thorize  others  to  use  the  work  for  gov¬ 
ernment  purposes. 

§  122.211  Grantee  accountability. 

(a)  Accounting  for  grant  award  pay¬ 
ments.  All  payments  made  by  the  Sec¬ 
retary  shall  be  recorded  by  the  grantee 
in  accounting  records  separate  from  the 
records  of  all  other  grant  funds,  includ¬ 
ing  funds  derived  from  other  grant 
awards.  With  respect  to  each  approved 
project  the  grantee  shall  account  for  the 
sum  total  of  all  amounts  paid  by  pre¬ 
senting  or  otherwise  making  available 
evidence  satisfactory  to  the  Secretary  of 
expenditures  for  costs  meeting  the  re¬ 
quirements  of  this  subpart. 

(b)  Accounting  tor  non-Federal  funds. 
Where  a  health  systems  agency  has  re¬ 
ceived  an  increased  amount  of  grant 
funds  based  on  its  assurance  of  expen¬ 
diture  of  non-Federal  funds,  the  agency 
shall  account  for  the  sum  total  of  the 
amount  so  assured  by  presenting  or 
otherwise  making  available  evidence  sat¬ 
isfactory  to  the  Secretary  of  expendi¬ 
tures  in  such  amount  during  the  grant 
period  for  costs  meeting  the  require¬ 
ments  of  this  subpart. 


(c)  Accounting  for  royalties.  Royal¬ 
ties  received  by  grantees  from  copyrights 
on  publications  or  other  works  developed 
under  the  grant,  or  from  patents  or  in¬ 
ventions  conceived  or  first  actually  re¬ 
duced  to  practice  in  the  course  of  or  un¬ 
der  such  grant,  shall  be  accounted  for 
as  follows: 

(1)  Local  governments.  Where  the 
grantee  is  a  local  government  as  defined 
in  Subpart  A  or  45  CFR  Part  74,  royal¬ 
ties  shall  be  accounted  for  as  provided  in 
45  CFR  74.44. 

(2)  Grantee  other  than  local  govern¬ 
ments.  Where  the  grantee  is  not  a  local 
government  as  so  defined  royalties  shall 
be  accounted  for  as  follows: 

(i)  Patent  royalties,  whether  received 
during  or  after  the  grant  period,  shall  be 
governed  by  agreements  between  the  As¬ 
sistant  Secretary  for  Health,  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
and  the  grantee,  pursuant  to  the  De¬ 
partment's  patent  regulations  (45  CFR 
Parts  6  and  8). 

(ii)  Copyright  royalties,  whether  re¬ 
ceived  during  or  after  the  grant  period, 
shall  first  be  used  to  reduce  the  Federal 
share  of  the  grant  to  cover  the  costs  of 
publishing  or  producing  the  materials, 
and  any  royalties  in  excess  of  publishing 
or  producing  the  materials  shall  be  dis¬ 
tributed  in  accordance  with  Chapter 
1-420  of  the  Department  of  Health,  Edu¬ 
cation,  and  Welfare  Grants  Administra¬ 
tion  Manual.* 


•The  Department  of  Health,  Education, 
and  Welfare  Grants  Administration  Manual 
Is  avaUable  for  pubUc  Inspection  and  copying 
at  the  Department’s  and  Regional  Offices’  in¬ 
formation  centers  listed  In  46  CFR  6.31  and 
may  be  purchased  from  the  Superintendent 
of  Documents,  UR.  Government  Printing 
Office.  Washington,  D.C.  20403. 


(d)  Audit.  Where  a  grantee  is  a  local 
government  as  defined  in  Subpart  A  of 
45  CFR  Part  74,  audits  shall  be  conducted 
as  provided  in  45  CFR  74.61.  Where  a 
grantee  is  not  a  local  government  as  so 
defined,  it  shall  arrange  for  an  annual 
independent  financial  audit  of  the  ap¬ 
proved  activity. 

§  122.212  Applicability  of  45  CFR  Part 
74. 

The  provisions  of  45  CFR  Part  74, 
establishing  uniform  administrative  re¬ 
quirements  and  cost  principles,  shall  ap¬ 
ply  to  all  grants  under  this  subpart  to 
local  governments  as  defined  in  Subpart 
A  of  that  Part  74.  The  relevant  provi¬ 
sions  of  the  following  subparts  of  45  CFR 
Part  74  shall  also  apply  to  all  other 
grantee  organizations  under  this  sub¬ 
part. 

Subpart 
A — General. 

B — Cash  Depositories. 

C — Bonding  and  Insurance. 

D— Retention  and  Custodial  Requirements 
for  Records. 

F — Grant-Related  Income. 

H — Standards  for  Grantee  and  Subgrantee 
Financial  Management  Systems. 

I — Financial  Reporting  Requirements. 

K — Grant  Payment  Requirements. 

L — Budget  Revision  Procedures. 

M — Grant  Close-out,  Suspension,  and  Ter¬ 
mination. 

O — Property. 

P — Procurement  Standards. 

Q — Cost  Principles. 

§  122.213  Additional  conditions. 

The  Secretary  may  with  respect  to  any 
grant  award  impose  additional  condi¬ 
tions  prior  to  or  at  the  time  of  any  award 
when  in  his  judgment  such  conditions 
are  necessary  to  assure  or  protect  ad¬ 
vancement  of  the  approved  project,  the 
interests  of  the  public  health,  or  the  con¬ 
servation  of  grant  funds. 
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